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SUBCHAPTER A—GENERAL ADMINISTRATION

PART 1—HHS’S REGULATIONS

Sec.

1.1 Location of HHS regulations.

1.2 Subject matter of Office of the Sec-
retary regulations in parts 1-99.

§1.1 Location of HHS regulations.

Regulations for HHS’s programs and
activities are located in several dif-
ferent titles of the Code of Federal
Regulations:

e Regulations having HHS-wide applica-
tion or which the Office of the Secretary ad-
ministers are located in Parts 1-99 of Title
45.

e Health regulations are located at Parts
1-399 of Title 42.

e Health care financing regulations are lo-
cated at Parts 400-499 of Title 42. These in-
clude regulations for Medicare and Medicaid.

e Human development services regulations
are located at Parts 200-299 and 1300-1399 of
Title 45. These include regulations for Head
Start, social services, social and nutrition
services for older persons, rehabilitative
services, developmental disabilities services,
Native American programs, and various pro-
grams relating to families and children.

e Social Security regulations are located
at Parts 400-499 of Title 20.

e Food and Drug regulations are located at
Parts 1-1299 of Title 21.

e Procurement (contract) regulations are
located at Chapter 3 of Title 41.

Each volume of the Code contains an
index of its parts.

(6 U.8.C. 301)

[44 FR 61598, Oct. 26, 1979, as amended at 48
FR 35099, Aug. 3, 1983]

§1.2 Subject matter of Office of the
Secretary regulations in parts 1-99.

This subject matter of the regula-
tions in Parts 1-99 of this title in-
cludes:

e Civil rights/mondiscrimination: Parts 80, 81,
83, 84, 86, 90.

e Protection of human subjects: Part 46.

e Day care requirements: Part T1.

o Information, privacy, advisory committees:
Parts 5, 5a, bb, 11, 17, 99.

e Personnel: Parts 50, 57, 73, 73a.

e Grants and letter of credit administration,
property, hearing rights: Parts 10, 12, 15, 16, 74,
75, 77, 95.

e Claims: Parts 30, 35.

o nventions and patents: Parts 6, 7, 8.

o Miscellaneous: Parts 3, 4, 9, 67.
(5 U.S.C. 301)

[60 FR 781, Jan. 7, 1985, as amended at 52 FR
28658, July 31, 1987]

PART 2—TESTIMONY BY EMPLOYEES
AND PRODUCTION OF DOCU-
MENTS IN PROCEEDINGS WHERE
THE UNITED STATES IS NOT A
PARTY

Sec.

2.1 Scope, purpose, and applicability.

2.2 Definitions.

2.3 Policy on presentation of testimony and
production of documents.

2.4 Procedures when voluntary testimony is
requested or when an employee is sub-
poenaed.

2.5 Subpoenas duces tecum.

2.6 Certification and authentication of
records.

AUTHORITY: 5 U.S.C. 301, 5 U.S.C. 552.

SOURCE: 52 FR 37146, Oct. 5, 1987, unless
otherwise noted.

§2.1 Scope, purpose, and applicability.

(a) This part sets forth rules to be
followed when an employee or former
employee of the Department of Health
and Human Services (‘““DHHS” or ‘‘De-
partment’’), other than an employee of
the Food and Drug Administration, is
requested or subpoenaed to provide tes-
timony in a deposition, trial, or other
similar proceeding concerning informa-
tion acquired in the course of per-
forming official duties or because of
such person’s official capacity with
DHHS. This part also sets forth proce-
dures for the handling of subpoenas
duces tecum and other requests for any
document in the possession of DHHS,
other than the Food and Drug Adminis-
tration, and for the processing of re-
quests for certification of copies of doc-
uments. Separate regulations, 21 CFR
part 20, govern the Food and Drug Ad-
ministration, and those regulations are
not affected by this part.

(b) It is the policy of the DHHS to
provide information, data, and records
to non-federal litigants to the same ex-
tent and in the same manner that they
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are made available to the general pub-
lic and, when subject to the jurisdic-
tion of a court or other tribunal pre-
siding over non-federal party litiga-
tion, to follow all applicable procedural
and substantive rules relating to the
production of information, data, and
records by a non-party. The avail-
ability of Department employees to
testify in litigation not involving fed-
eral parties is governed by the Depart-
ment’s policy to maintain strict impar-
tiality with respect to private litigants
and to minimize the disruption of offi-
cial duties.

(c) This part applies to state, local
and tribal judicial, administrative, and
legislative proceedings, and to federal
judicial and administrative pro-
ceedings.

(d) This part does not apply to:

(1) Any civil or criminal proceedings
where the United States, the Depart-
ment of Health and Human Services,
and any agency thereof, or any other
Federal agency is a party.

(2) Congressional requests or sub-
poenas for testimony or documents.

(3) Consultative services and tech-
nical assistance provided by the De-
partment of Health and Human Serv-
ices, or any agency thereof, in carrying
out its normal program activities.

(4) Employees serving as expert wit-
nesses in connection with professional
and consultative services as approved
outside activities in accordance with 5
CFR 2635.8056 and 5 CFR 5501.106. (In
cases where employees are providing
such outside services, they must state
for the record that the testimony rep-
resents their own views and does not
necessarily represent the official posi-
tion of the DHHS.)

(5) Employees making appearances in
their private capacity in legal or ad-
ministrative proceedings that do not
relate to the Department of Health and
Human Services (such as cases arising
out of traffic accidents, crimes, domes-
tic relations, etc.) and not involving
professional and consultative services.

(6) Any matters covered in 21 CFR
part 20-,involving the Food and Drug
Administration.

(7) Any civil or criminal proceedings
in State court brought on behalf of the
Department of Health and Human
Services.
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Example (1): While on duty, an employee of
the Department witnesses an incident in
which a fellow employee trips on a loose
piece of carpeting and sustains an injury.
The injured employee brings a private tort
action against the contractor installing the
carpeting and the private landlord maintain-
ing the building. The employee/witness is
served with a subpoena to appear at a deposi-
tion to testify about the incident. The per-
son seeking the testimony would not be re-
quired to obtain Agency head approval prior
to requesting the testimony, because the
subject of the testimony does not ‘‘relate to”’
the Department, within the meaning of
§2.1(d)(5).

Example (2): While on duty, an employee of
the Department witnesses a mugging while
looking out the window to check the weath-
er, and then notifies the local police of what
she observed. She is subsequently subpoe-
naed to testify in a criminal proceeding. The
local prosecutor would not be required to ob-
tain Agency head approval prior to requiring
the employee to testify, because the subject
of the testimony does not ‘‘relate to’’ the De-
partment, within the meaning of §2.1(d)(5).

Example (3): A nurse on duty at an Indian
Health Service hospital emergency room
treats a child who is brought in following a
report of domestic violence. The nurse is
subsequently served with a subpoena to tes-
tify in a criminal proceeding against one of
the child’s parents concerning the injuries to
the child which he observed. The local pros-
ecutor would be required to obtain Agency
head approval prior to requiring the nurse to
testify, because the subject of the testimony
involves ‘‘information acquired in the course
of performing official duties or because of
the person’s official capacity,” within the
meaning of §2.1(a).

Example (4): A personnel specialist working
for the Department is subpoenaed to testify
concerning the meaning of entries on time
and attendance records of an employee,
which the requesting party received from the
employee pursuant to discovery in a personal
injury action brought by the employee. The
party requesting the personnel specialist to
appear would be required to obtain Agency
head approval prior to compelling the per-
sonnel specialist to testify, because the tes-
timony sought involves ‘‘information ac-
quired in the course of performing official
duties or because of the person’s official ca-
pacity,”” within the meaning of §2.1(a).

Example (5): A National Institutes of
Health physician is subpoenaed in a private
medical malpractice action to provide expert
testimony in her specialty. The party re-
questing her testimony would be required to
obtain Agency head approval prior to her
testifying in response to the subpoena, be-
cause the expert testimony sought involves
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‘“‘information acquired in the course of per-
forming official duties or because of the per-
son’s official capacity,” within the meaning
of §2.1(a).

[62 FR 37146, Oct. 5, 1987, as amended at 556 FR
4611, Feb. 9, 1990; 68 FR 25838, May 14, 2003]

§2.2 Definitions.

Agency head refers to the head of the
relevant operating division or other
major component of the DHHS, or his
or her delegatee.

Agency head for the purposes of this
part means the following officials for
the components indicated:

(1) Office of the Secretary—Assistant
Secretary for Administration and Man-
agement;

(2) Administration on Aging—Assist-
ant Secretary for Aging;

(3) Administration for Children and
Families—Assistant Secretary for Chil-
dren and Families;

(4) Agency for Healthcare Research
and Quality—Administrator;

(5) Agency for Toxic Substances and
Disease Registry—Administrator;

(6) Centers for Disease Control and
Prevention—Director;

(7) Centers for Medicare and Medicaid
Services—Administrator;

(8) Health Resources and Services Ad-
ministration—Administrator;

(9) Indian Health Service—Director;

(10) National Institutes of Health—
Director;

(11) Substance Abuse and Mental
Health Services Administration—Ad-
ministrator;

(12) Office of Inspector General—In-
spector General.

Employee includes:

(1) Commissioned officers in the Pub-
lic Health Service Commissioned
Corps, as well as regular and special
DHHS employees (except employees of
the Food and Drug Administration),
when they are performing the duties of
their regular positions, as well as when
they are performing duties in a tem-
porary assignment at DHHS or another
organization.

(2) Any employees of health insur-
ance intermediaries and carriers per-
forming functions under agreements
entered into pursuant to sections 1816
and 1842 of the Social Security Act, 42
U.S.C. 1395h, 1395u; and

§2.2

(3) Current and former employees and
contractors of entities covered under
the Federally Supported Health Cen-
ters Assistance Act of 1992, as amend-
ed, 42 U.S.C §233 (FSHCAA), provided
that the requested testimony or infor-
mation relates to the performance of
medical, surgical, dental or related
functions which were performed at a
time when the DHHS deemed the enti-
ty to be covered by the FSHCAA.

Certify means to authenticate under
seal, pursuant to 42 U.S.C 3505, official
documents of the Department.

Testify and testimony includes both in-
person, oral statements before a court,
legislative or administrative body and
statements made pursuant to deposi-
tions, interrogatories, declarations, af-
fidavits, or other formal participation.

[68 FR 25839, May 14, 2003]

EFFECTIVE DATE NOTE: At 73 FR 53150,
Sept. 15, 2008, §2.2 the definition of ‘“Em-
ployee” is amended, effective Oct. 15, 2008.
For the convenience of the user, the revised
text is set forth as follows:

§2.2 Definitions.

* * * * *

Employee of the Department includes current
and former:

* * * * *

(2) Employees of intermediaries, carriers,
Medicare Administrative Contractors, Pro-
gram Safeguard Contractors, and Recovery
Audit Contractors, and any successor enti-
ties, that perform one or more of the fol-
lowing functions described in section 1874A
or 1893 of the Social Security Act relating to
the administration of the Medicare program:

(i) Determination of payment amounts;
making payments; beneficiary education and
assistance; providing consultative services;
communication with providers; or, provider
education and technical assistance; or,

(ii) Other such functions as are necessary
to carry out the Medicare program, includ-
ing any of the following program integrity
functions under section 1893 of the Social Se-
curity Act:

(A) Review of activities of providers or sup-
pliers, including medical and utilization re-
view and fraud review;

(B) Auditing of cost reports;

(C) Determinations as to whether payment
should not be, or should not have been, made
because Medicare is the secondary payer, and
recovery of payments that should not have
been made;
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(D) Education of providers, beneficiaries,
and other persons with respect to payment
integrity and benefit quality assurance
issues; or,

(E) Developing (and periodically updating)
a list of items of durable medical equipment
which are subject to prior authorization.

(3) Employees of a contractor, subcon-
tractor, or state agency performing survey,
certification, or enforcement functions
under title XVIII of the Social Security Act
or Section 353 of the Public Health Service
Act but only to the extent the requested in-
formation was acquired in the course of per-
forming those functions and regardless of
whether documents are also relevant to the
state’s activities.

(4) Employees and qualified contractors of
an entity covered under the Federally Sup-
ported Health Centers Assistance Act of 1992,
as amended, 42 U.S.C. 233(g)-(n), (FSHCAA),
provided that the testimony is requested in
medical malpractice tort litigation and re-
lates to the performance of medical, sur-
gical, dental or related functions which were
performed by the entity, its employees and
qualified contractors at a time when the
DHHS deemed the entity and its employees
and qualified contractors to be covered by
the FSHCAA.

* * *

* *

§2.3 Policy on Presentation of testi-
mony and production of documents.

No employee or former employee of
the DHHS may provide testimony or
produce documents in any proceedings
to which this part applies concerning
information acquired in the course of
performing official duties or because of
the person’s official relationship with
the Department unless authorized by
the Agency head pursuant to this part
based on a determination by the Agen-
cy head, after consultation with the Of-
fice of the General Counsel, that com-
pliance with the request would pro-
mote the objectives of the Department.

[68 FR 25839, May 14, 2003]

§2.4 Procedures when voluntary testi-
mony is requested or when an em-
ployee is subpoenaed.

(a) All requests for testimony by an
employee or former employee of the
DHHS in his or her official capacity
and not subject to the exceptions set
forth in §2.1(d) of this part must be ad-
dressed to the Agency head in writing
and must state the nature of the re-
quested testimony, why the informa-
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tion sought is unavailable by any other
means, and the reasons why the testi-
mony would be in the interest of the
DHHS or the federal government.

(b) If the Agency head denies ap-
proval to comply with a subpoena for
testimony, or if the Agency head has
not acted by the return date, the em-
ployee will be directed to appear at the
stated time and place, unless advised
by the Office of the General Counsel
that responding to the subpoena would
be inappropriate (in such cir-
cumstances as, for example, an in-
stance where the subpoena was not val-
idly issued or served, where the sub-
poena has been withdrawn, or where
discovery has been stayed), produce a
copy of these regulations, and respect-
fully decline to testify or produce any
documents on the basis of these regula-
tions.

[68 FR 25840, May 14, 2003]

§2.5 Subpoenas duces tecum.

(a) Whenever a subpoena duces tecum
has been served upon a DHHS employee
or former employee commanding the
production of any record, such person
shall refer the subpoena to the Office of
the General Counsel (including re-
gional chief counsels) for a determina-
tion of the legal sufficiency of the sub-
poena, whether the subpoena was prop-
erly served, and whether the issuing
court or other tribunal has jurisdiction
over the Department.) If the General
Counsel or his designee determines
that the subpoena is legally sufficient,
the subpoena was properly served, and
the tribunal has jurisdiction, the terms
of the subpoena shall be complied with
unless affirmative action is taken by
the Department to modify or quash the
subpoena in accordance with Fed. R.
Civ. P. 45 (¢).

(b) If a subpoena duces tecum served
upon a DHHS employee or former em-
ployee commanding the production of
any record is determined by the Office
of the General Counsel to be legally in-
sufficient, improperly served, or from a
tribunal not having jurisdiction, such
subpoena shall be deemed a request for
records under the Freedom of Informa-
tion Act and shall be handled pursuant
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to the rules governing public disclosure
established in 45 CFR part 5.

[68 FR 25840, May 14, 2003]

§2.6 Certification and authentication
of records.

Upon request, DHHS agencies will
certify, pursuant to 42 U.S.C. 3505, the
authenticity of copies of records that
are to be disclosed. Fees for copying
and certification are set forth in 45
CFR 5.43.

[68 FR 25840, May 14, 2003]

PART 3—CONDUCT OF PERSONS
AND TRAFFIC ON THE NATIONAL
INSTITUTES OF HEALTH FEDERAL
ENCLAVE

Subpart A—General

Sec.
3.1
3.2
3.3
3.4

Definitions.

Applicability.

Compliance.

False reports and reports of injury or
damage.

3.5 Lost and found, and abandoned property.
3.6 Nondiscrimination.

Subpart B—Traffic Regulations

3.21
3.22
3.23
3.24
3.25
3.26
3.21

Emergency vehicles.
Request for identification.
Parking.

Parking permits.
Servicing of vehicles.
Speed limit.

Bicycles.

Subpart C—Facilities and Grounds

3.41
3.42
3.43
3.44

Admission to facilities or grounds.
Restricted activities.

Removal of property.

Solicitation.

Subpart D—Penalties

3.61 Penalties.

AUTHORITY: 40 U.S.C. 318-318d. 486; Delega-
tion of Authority, 33 FR 604.

SOURCE: 55 FR 2068, Jan. 22, 1990, unless
otherwise noted.

Subpart A—General

§3.1 Definitions.

Director means the Director or Acting
Director of the National Institutes of
Health (NIH), or other officer or em-
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§3.2

ployee of NIH to whom the authority
involved has been delegated.

Enclave means, unless the context re-
quires a different meaning, the area,
containing about 318 acres, acquired by
the United States in several parcels in
the years 1935 through 1983, and any
further future acquisitions, comprising
the National Institutes of Health lo-
cated in Montgomery County, Mary-
land, over which the United States ac-
quired exclusive jurisdiction under the
Act of March 31, 1953, Chapter 158 (1953
Maryland Laws 311).

Police officer means a uniformed or
non-uniformed police officer appointed
under a delegation of authority to the
Director under Title 40 United States
Code section 318 or 318d; any other Fed-
eral law enforcement officer; and any
other person whose law enforcement
services are secured by contract, or
upon request or deputation from a
State or local law enforcement agency.

§3.2 Applicability.

(a) The regulations in this part apply
to all areas in the enclave and to all
persons on or within the enclave, ex-
cept as otherwise provided.

(b) The regulations in this part do
not apply to occupants, their visitors,
and other authorized persons in areas
used as living quarters:

(1) When specifically made inappli-
cable, and

(2) In the case of the following provi-
sions: §3.24 Parking permits; §3.25
Servicing of vehicles; §3.42 Hobbies and
sports; and §3.42(f) Smoking.

(c) All regulations in this part are in
addition to the provisions in the
United States Code, including title 18
relating to crimes and criminal proce-
dure, and title 21 relating to food and
drugs, which apply:

(1) Without regard to the place of the
offense, or

(2) To areas (such as the enclave) sub-
ject to the ‘‘special maritime and terri-
torial jurisdiction of the TUnited
States,” as defined in Title 18 United
States Code section 7.

(d) In accordance with the Assimila-
tive Crimes Act (18 U.S.C. 13), whoever
is found guilty of an offense which, al-
though not made punishable by any act
of Congress, nor any provision of these
regulations, would be punishable if



§3.2

committed within the State of Mary-
land, shall be guilty of a like offense
and subject to a like punishment. In
the event of an irreconcilable conflict
between a provision of this part and a
Maryland statute governing the iden-
tical subject matter, this part shall
control.

(e) Federal criminal statutes which
apply. The following Federal criminal
statutes in the United States Code
apply to Federal enclaves and else-

45 CFR Subtitle A (10-1-08 Edition)

where without regard to the place of
the offense. This listing is provided
solely for the information of the public
and is not all-inclusive. The omission
of other Federal statutes does not
mean that such other statutes do not
apply. In any given situation, the cited
statutory provisions and any amend-
ments in effect when the alleged of-
fense occurred shall determine the spe-
cifics of the offense, applicability, and
penalty.

Subject U.S. Code

Provides generally Maximum penalty

1. By force or threat of force, willful | 18 U.S.C. 245 ...
injury, intimidation or inter-
ference with, or attempts to in-
jure, intimidate or interfere with,
a person from participating in or
enjoying any benefit, service,
privilege, program, facility, or ac-
tivity, provided by or adminis-
tered by the U.S., and engaging
in certain other Federal pro-
tected activities.

Malicious destruction or dam-
age, by an explosive, to a build-
ing or other property owned,
possessed, used, or leased by
the U.S., U.S. agency, or any or-
ganization receiving Federal fi-
nancial assistance.

n

18 U.S.C. 844(f)

Prohibits

Prohibits

Not involving death or bodily in-
jury: Imprisonment one year
and/or $1,000 fine.

First offense not involving death or
personal injury: Imprisonment
10 years and/or $10,000 fine
and seizure and forfeiture of ex-
plosive materials.

3. Possession of explosive in | 18 U.S.C. 844(g) | Prohibits, except with written con- | Imprisonment one year and/or
buildings owned, possessed, sent of the agency. $1,000 fine and seizure and for-
used, or leased by U.S. or U.S. feiture of explosive materials.
agency.

4. Use of or carrying an explosive | 18 U.S.C. 844(h) | Prohibits ...........cccccceovviiiiiiniiiinins First offense: Imprisonment 10
to commit, or during commission years and seizure and forfeiture
of, a felony prosecutable in a of explosive materials.

U.S. court.
5. Use of or carrying a firearm dur- | 18 U.S.C. 924(c) | Prohibits .........cccccooeineieriiercrinnns First offense: Imprisonment 5

ing and in relation to any crime
of violence prosecutable in a
U.S. court.

6. Manufacture, distribution, dis-
pensing, or possession with in-
tent to do these acts, of nar-
cotics and other controlled sub-
stances and counterfeit sub-
stances.

21 U.S.C. 841,
842, 843, 845.

Prohibits, except as authorized by
the Controlled Substances Act
(generally 21 U.S.C. 801-904).

years and $5,000 fine and sei-
zure and forfeiture of firearm
and ammunition.

First offense: Imprisonment 20
years and/or $250,000 fine de-
pending on the amount and kind
of substance (twice the above
penalties for distribution by a
person at least 18 years of age
to one under age 21).

7. Simple possession of narcotics
or other controlled substances.

21 U.S.C. 844 ...

Prohibits, unless substance ob-
tained directly, or pursuant to
prescription or order, from a
practitioner, acting in the course
of professional practice, or as
otherwise authorized under the

First offense: Imprisonment 1 year
and/or $5,000 fine.

Controlled Substances Act.

(f) Maryland criminal statutes that
apply. The matters described in this
paragraph are governed, in whole or in
part, by the current version of the
cited Maryland criminal statutory pro-
visions, which are made Federal crimi-
nal offenses under the Assimilative
Crimes Act (18 U.S.C. 13). This listing

sets forth areas of conduct particularly
relevant to the enclave and is provided
solely for the information of the pub-
lic. The list is not all-inclusive and
omission of other Maryland criminal
statutes does not mean that such other
statutes are not assimilated as Federal
offenses under the Act. Generally,

12
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other Maryland criminal statutes will
apply on the enclave, by force of the
Act, unless superseded by Federal Law
or a given provision of this part. In any
given situation, the cited statutory

§3.4

provisions and any amendments in ef-
fect when the alleged offense occured
shall determine the specifics of the of-
fense, applicability, and penalty.

Maryland code

Subject annotated Provides generally Maximum penalty
1. Pedestrian right-of-way .............. Transportation, Pedestrians have the right-of-way | Imprisonment 2 months and/or
Sec. 21-502. in crosswalks and certain other $500 fine.
areas. Subject to certain limita-
tions.
Sec. 21-511 ... Blind, partially blind, or hearing | $500 fine.
impaired pedestrians have the
right-of-way at any crossing or
intersection. Subject to certain
limitations.
2. Drivers to exercise due care ..... Transportation, Drivers shall exercise due care to | $500 fine.
Sec. 21-504. avoid colliding with pedestrians,

3. Driving while intoxicated, under

Transportation,

the influence of alcohol and/or a Sec. 21-902.
drug or controlled substance.

4. Unattended motor vehicles ........ Transportation,

Sec. 21-1101.

5. Carrying or wearing certain con- | Article 27, Sec.
cealed weapons (other than 36.
handguns) or openly with intent
to injure.

6. Unlawful wearing, carrying, or | Article 27, Sec.
transporting a handgun, whether 36B.
concealed or openly.

7. Use of handgun or concealable | Article 27, Sec.
antique firearm in commission of 36B.
felony or crime of violence.

8. Disturbance of the peace .......... Article 27, Sec.

122.
9. Gambling .. Article 27, Secs.
240, 245.

children and incapacitated indi-
viduals.
Prohibits

Prohibits leaving motor vehicles
unattended unless certain pre-
cautions are taken.

Prohibits, except for law enforce-
ment personnel or as a reason-
able precaution against appre-
hended danger.

Prohibits except by law enforce-
ment personnel or with permit.

Prohibits

Prohibits acting in a disorderly
manner in public places.

Prohibits betting, wagering and
gambling, and certain games of
chance (does not apply to vend-
ing or purchasing lottery tickets
authorized under State law in
accordance with approved pro-

Sec. 21-902(a) (driving while in-
toxicated, first offense): Impris-
onment 1 year and/or $1,000
fine.

Sec. 21-902 (b), (c), (d) (driving
under the influence): Imprison-
ment 2 months and/or $500
fine.

$500 fine.

Imprisonment 3 years or $1,000
fine.

First offense and no prior related
offense: Imprisonment 3 years
and/or $2,500 fine.

Imprisonment 20 years.

Imprisonment and/or
$500 fine.

Sec. 240: Imprisonment one year
and/or $1,000 fine. Sec. 245:
Imprisonment 2 years and/or

$100 fine.

30 days

cedures).

§3.3 Compliance.

A person must comply with the regu-
lations in this part; with all official
signs; and with the lawful directions or
orders of a police officer or other au-
thorized person, including traffic and
parking directions.

§3.4 False reports and reports of in-
jury or damage.

A person may not knowingly give
any false or fictitious report con-
cerning an accident or violation of the
regulations of this part or any applica-
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ble Federal or Maryland statute to any
person properly investigating an acci-
dent or alleged violation. All incidents
resulting in injury to persons or willful
damage to property in excess of $100.00
(one hundred dollars) in value must be
reported by the persons involved to the
Police Office as soon as possible. The
Police Office’s main location and tele-
phone number is: Building 31, Room
B3BN10; (301) 496-5685.
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§3.5 Lost and found, and abandoned
property.

Lost articles which are found on the
enclave, including money and other
personal property, together with any
identifying information, must be de-
posited at the Police Office or with an
office (such as the place where found)
which may likely have some knowledge
of ownership. If the article is deposited
with an office other than the Police Of-
fice and the owner does not claim it
within 30 days, it shall be deposited at
the Police Office for further disposition
in accordance with General Services
Administration regulations (41 CFR
part 101-48). Abandoned, or other un-
claimed property and, in the absence of
specific direction by a court, forfeited
property, may be so identified by the
Police Office and sold and the proceeds
deposited in accordance with 41 CFR
101-45.304 and 101-48.305.

[67 FR 1874, Jan. 16, 1992]

§8.6 Nondiscrimination.

A person may not discriminate by
segregation or otherwise against an-
other person because of age, color,
creed, handicap, national origin, race
or sex, in furnishing or by refusing to
furnish to that person the use of any
facility of a public nature, including
all services, privileges, accommoda-
tions, and activities provided within
the enclave. (Title 18 United States
Code section 245 prohibits, by use of
force or threat of force, willful injury,
intimidation, or interference with, a
person from participating in or enjoy-
ing any benefit, service, privilege, pro-
gram, facility, or activity provided by
or administered by the United States,
attempts to do these acts, and engag-
ing in certain other activities.)

Subpart B—Traffic Regulations

§3.21 Emergency vehicles.

A person must yield the right of way
to an emergency vehicle operating its
siren or flashing lights.

§3.22 Request for identification.

Upon request by a police officer, a
person involved in any of the following
situations must provide identification,
for example, by exhibiting satisfactory
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credentials (such as an employment
identification card or driver’s license):

(a) A traffic accident within the en-
clave;

(b) The police officer reasonably be-
lieves that the individual is engaged in,
or has engaged in, criminal conduct or
a violation of the regulations of this
part; or

(c) The enclave or a portion of the en-
clave is not open to the public (see
§3.41).

A driver of a motor vehicle involved
in an accident within the enclave shall
also exhibit, upon the request of a po-
lice officer, the owner’s registration
card or other satisfactory proof of own-
ership.

§3.23 Parking.

(a) A person may not stand (vehicle
stopped, with or without, an occupant),
or park a motor vehicle or other vehi-
cle:

(1) In a lane, space, or area not des-
ignated by a sign for parking, and/or
standing;

(2) On a sidewalk;

(3) Within an intersection or cross-
walk;

(4) Within 10 feet of a fire hydrant, 5
feet of a driveway, or 20 feet of a stop
sign, crosswalk, or traffic control sig-
nal;

(5) In a double-parked position;

(6) At a curb painted yellow;

(7) On the side of a street facing on-
coming traffic;

(8) In a position that would obstruct
traffic;

(9) For a period in excess of 24 hours,
except at living quarters, or with the
approval of the Police Office.

(b) A person must park bicycles, mo-
torbikes, and similar vehicles only in
designated areas, and may not bring
these vehicles inside buildings.

(c) A visitor must park in an area
identified for that purpose by posted
signs or similar instructions, such as
“‘visitor parking’”’ and ‘‘reserved for
visitors’.

(d) A person may not drive or park an
unauthorized motor vehicle on a
grassy, or any other unpaved, area
without the approval of the Police Of-
fice.
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§3.24 Parking permits.

Except for visitor parking, a person
may not park a motor vehicle without
displaying a parking permit, currently
valid for that location. The Director
may revoke or refuse to issue or renew
any parking permit for violation of
this section, or any provision of this
part.

§3.25 Servicing of vehicles.

A person may not wash, polish,
change o0il, lubricate, or make non-
emergency repairs on a Dprivately
owned vehicle.

§3.26 Speed limit.

The speed limit is 25 miles per hour,
unless otherwise posted. A driver of a
vehicle may not exceed the speed limit.

§3.27 Bicycles.

A person may not operate a bicycle,
motorbike, or similar vehicle without
a horn or other warning device, and, if
the vehicle is operated between dusk
and dawn, it must be equipped with an
operating headlight, and taillight or
reflector.

Subpart C—Facilities and Grounds

§3.41 Admission
grounds.

to facilities or

The enclave is officially open to the
public during normal working and vis-
iting hours and for approved public
events. The enclave is closed to the
public at all other times, and the Di-
rector may also officially close all or
part of the enclave, or any building, in
emergency situations and at other
times the Director deems necessary to
ensure the orderly conduct of Govern-
ment business. When all or part of the
enclave is closed to the public, admis-
sion is restricted to employees and
other authorized persons who may be
required to display Government cre-
dentials or other identification when
requested by a police officer and may
be required to sign a register. The liv-
ing quarters and adjacent areas are not
open to the public but are open at all
times to occupants and their visitors
and business invitees, unless otherwise
closed by the Director.
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(a) Hobbies and sports. A person may
undertake hobbies and sports only in
designated areas or as approved by the
Director.

(b) Pets and other animals. A person
may not bring on the enclave any cat,
dog, or other animal except for author-
ized purposes. This prohibition does
not apply to domestic pets at living
quarters or to the exercise of these pets
under leash or other appropriate re-
straints. The use of a dog by a handi-
capped person to assist that person is
authorized.

(c) Photography. A person may take
photographs, films or audiovisuals, for
personal or news purposes on the
grounds of the enclave or in entrances,
lobbies, foyers, corridors, and audito-
riums in use for public meetings, ex-
cept when contrary to security regula-
tions or Department of Health and
Human Services policies, or where pro-
hibited by appropriate signs. Photo-
graphs and similar activities for adver-
tising or commercial purposes may be
taken only with the advance written
approval of the Director. A person may
take photographs of a patient only
with the informed consent of the pa-
tient (or the natural or legal guardian)
and of the Director of the Warren
Grant Magnuson Clinical Center or del-
egate.

(d) Intorxicating beverages, mnarcotics,
and other controlled substances. A person
may not possess, sell, consume, or use
alcohol or other intoxicating bev-
erages, except in connection with offi-
cial duties, as part of authorized re-
search, or as otherwise authorized by
the Director, or, in the case of posses-
sion, consumption or use only, in living
quarters. (The sale, consumption, use,
or possession of narcotics and other
controlled substances is prohibited and
shall be governed by the Controlled
Substances Act (21 U.S.C. 841-845); driv-
ing under the influence of an alcoholic
beverage, drug or controlled substance
is prohibited and shall be governed by
the Maryland Transportation Code An-
notated section 21-902.)

(e) Nuisances and disturbances. The
following acts by a person are prohib-
ited: Unwarranted loitering, disorderly
conduct (acting in a disorderly manner
to the disturbance of the public peace

Restricted activities.
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is prohibited and shall be governed by
Maryland Code Annotated, Article 27,
section 122); littering or disposal of
rubbish in an unauthorized manner,
the creation of any hazard to persons
or property; the throwing of articles of
any kind from or at a building; the
climbing upon any part of a building
for other than an authorized purpose;
the loud playing of radios or other
similar devices; and rollerskating,
skateboarding, sledding or similar ac-
tivities, except in officially designated
areas.

(f) Smoking. Except as part of an ap-
proved medical research protocol, a
person may not smoke in any building
on the enclave.

(g) Firearms, explosive, and other weap-
ons. No person other than a specifically
authorized police officer shall possess
firearms, explosives, or other dan-
gerous or deadly weapons or dangerous
materials intended to be used as weap-
ons either openly or concealed. Upon
written request, the Director may per-
mit possession in living quarters of an-
tique firearms held for collection pur-
poses, if the Director finds that the col-
lection does not present any risk of
harm.

[66 FR 2068, Jan. 22, 1990, as amended at 57
FR 1874, Jan. 16, 1992]

§3.43 Removal of property.

A person may not remove Federal
property from the enclave or any build-
ing on the enclave without a property
pass, signed by an authorized property
custodian, which specifically describes
the items to be removed. In an emer-
gency, or when the property custodian
is not available, a police officer may
approve removal of Federal property if,
after consulting with the administra-
tive officer or other appropriate offi-
cial, the police officer is authorized by
the official to do so. Privately-owned
property, other than that ordinarily
carried on one’s person, may be re-
moved only under this property pass
procedure, or upon properly estab-
lishing ownership of the property to a
police officer.

Packages, briefcases, or other con-
tainers brought within the enclave are
subject to inspection while on, or being
removed from, the enclave.
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§3.44 Solicitation.

It shall be unlawful for a person
(other than an employee using author-
ized bulletin boards), without prior
written approval of the Director, to
offer or display any article or service
for sale within the enclave buildings or
grounds; or to display any sign,
placard, or other form of advertise-
ment; or to collect private debts; or to
solicit business, alms, subscriptions or
contributions, except in connection
with approved national or local cam-
paigns for funds for welfare, health and
other public interest purposes, or solic-
itation of labor organization member-
ship or dues as authorized under the
Civil Service Reform Act of 1978 (Pub.
L. 95-454).

This provision shall not apply to au-
thorized lessees and their agents and
employees with regard to space leased
for commercial, cultural, educational,
or recreational purposes, under the
Public Buildings Cooperative Use Act
of 1976 (40 U.S.C. 490(A)(16)).

Subpart D—Penalties

§3.61 Penalties.

(a) A person found guilty of violating
any provision of the regulations in this
part is subject to a fine of not more
than $50 or imprisonment of not more
than thirty days or both, for each vio-
lation (40 U.S.C. 318c).

(b) Penalties for violation of offenses
proscribed by Federal statutes (gen-
erally codified in title 18 of the United
States Code) and Maryland criminal
statutes which are made Federal of-
fenses under the Assimilative Crimes
Act and are prescribed in the applica-
ble provisions of those statutes.

PART 4—SERVICE OF PROCESS

Sec.

4.1 Suits against the Department and its
employees in their official capacities.

4.2 Other process directed to the Depart-
ment or Secretary.

4.3 Process against Department officials in
their individual capacities.

4.4 Acknowledgment of mailed process.

4.5 Effect of regulations.

4.6 Materials related to petitions under the
National Vaccine Injury Compensation
Program.
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4.7 Congressional subpoenas directed to the
Department or Secretary.

AUTHORITY: 5 U.S.C. 301, 42 U.S.C. 300aa-11.

SOURCE: 48 FR 24079, May 31, 1983, unless
otherwise noted.

§4.1 Suits against the Department and
its employees in their official capac-
ities.

Summonses and complaints to be
served by mail on the Department of
Health and Human Services, the Sec-
retary of Health and Human Services,
or other employees of the Department
in their official capacities should be
sent to the General Counsel, Depart-
ment of Health and Human Services,
200 Independence Avenue, S.W., Wash-
ington, DC 20201.

§4.2 Other process directed to the De-
partment or Secretary.

Subpoenas and other process (other
than summonses and complaints) that
are required to be served on the De-
partment of Health and Human Serv-
ices or the Secretary of Health and
Human Services in his official capacity
should be served as follows:

(a) If authorized by law to be served
by mail, any mailed process should be
sent to the General Counsel, Depart-
ment of Health and Human Services,
200 Independence, S.W., Washington,
DC 20201.

(b) If served by an individual, the
process should be delivered to the staff
in the Office of Legal Resources, Office
of the General Counsel, Room 700E, 200
Independence Avenue, SW., Wash-
ington, DC 20201, or in the absence of
that staff, to any staff member of or in-
dividual assigned to the Immediate Of-
fice of the General Counsel, up to and
including any Deputy General Counsel.

[48 FR 24079, May 31, 1983,as amended at 73
FR 48151, Aug. 18, 2008]

§4.3 Process against Department offi-
cials in their individual capacities.

Process to be served on Department
officials in their individual capacities
must be served in compliance with the
requirements for service of process on
individuals who are not governmental
officials. The Office of the General
Counsel is authorized but not required
to accept process to be served on De-
partmental officials in their individual
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capacities if the suit relates to an em-
ployee’s official duties.

§4.4 Acknowledgement of mailed proc-
ess.

The Department will not provide a
receipt or other acknowledgement of
process received, except for a return re-
ceipt associated with certified mail
and, where required, the acknowledge-
ment specified by Rule 4(c)(2)(C) of the
Federal Rules of Civil Procedure.

§4.5 Effect of regulations.

The regulations in this part are in-
tended solely to identify Department
officials who are authorized to accept
service of process. Litigants must com-
ply with all requirements pertaining to
service of process that are established
by statute and court rule even though
they are not repeated in these regula-
tions.

§4.6 Materials related to petitions
under the National Vaccine Injury
Compensation Program.

Notwithstanding the provisions of
§§4.1, 4.2, and 4.3, service of the Sec-
retary’s copies of petitions for com-
pensation under the VICP and of re-
lated filings, by mail, shall be served
upon the Director, Division of Vaccine
Injury Compensation, Office of Special
Programs, Health Resources and Serv-
ices Administration 5600 Fishers Lane,
Parklawn Building, Room 16C-1T7,
Rockville, Maryland 20857, or in person,
shall be served upon the Director, Divi-
sion of Vaccine Injury Compensation,
Office of Special Programs, Health Re-
sources and Services Administration,
4350 East West Highway, 10th Floor,
Bethesda, Maryland 20814.

[67 FR 78990, Dec. 27, 2002]

§4.7 Congressional subpoenas directed
to the Department or Secretary.

Notwithstanding the provisions of
§§4.1, 4.2, and 4.3, service of Congres-
sional subpoenas shall be delivered to
the staff in the Office of the Assistant
Secretary for Legislation, Department
of Health and Human Services, 200
Independence Avenue, SW., Wash-
ington, DC 20201.

[73 FR 48151, Aug. 18, 2008]
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otherwise noted.

Subpart A—Bassic Policy

§5.1 Purpose.

This part contains the rules that the
Department of Health and Human
Services (HHS) follows in handling re-
quests for records under the Freedom
of Information Act (FOIA). It describes
how to make a FOIA request; who can
release records and who can decide not
to release; how much time it should
take to make a determination regard-
ing release; what fees may be charged;
what records are available for public
inspection; why some records are not
released; and your right to appeal and
then go to court if we refuse to release
records.

§5.2 Policy.

As a general policy, HHS follows a
balanced approach in administering
FOIA. We not only recognize the right
of public access to information in the
possession of the Department, but also
protect the integrity of internal proc-
esses. In addition, we recognize the le-
gitimate interests of organizations or
persons who have submitted records to
the Department or who would other-
wise be affected by release of records.
For example, we have no discretion to
release certain records, such as trade
secrets and confidential commercial in-
formation, prohibited from release by
law. This policy calls for the fullest re-
sponsible disclosure consistent with
those requirements of administrative
necessity and confidentiality which are
recognized in the Freedom of Informa-
tion Act.

§5.3 Scope.

These rules apply to all components
of the Department. Some units may es-
tablish additional rules because of
unique program requirements, but such
rules must be consistent with these
rules and must have the concurrence of
the Assistant Secretary for Public Af-
fairs. Existing implementing rules re-
main in effect to the extent that they
are consistent with the new Depart-
mental regulation. If additional rules
are issued, they will be published in the
FEDERAL REGISTER, and you may get
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copies from our Freedom of informa-
tion Officers.

§5.4 Relationship between the FOIA
and the Privacy Act of 1974.

(a) Coverage. The FOIA and this rule
apply to all HHS records. The Privacy
Act, 5 U.S.C. 5b2a, applies to records
that are about individuals, but only if
the records are in a system of records.
“Individuals’ and ‘‘system of records”
are defined in the Privacy Act and in
our Privacy Act regulation, part 5b of
this title.

(b) Requesting your own records. If you
are an individual and request records,
then to the extent you are requesting
your own records in a system of
records, we will handle your request
under the Privacy Act and part 5b. If
there is any record that we need not re-
lease to you under those provisions, we
will also consider your request under
the FOIA and this rule, and we will re-
lease the record to you if the FOIA re-
quires it.

(c) Requesting another individual’s
record. Whether or not you are an indi-
vidual, if you request records that are
about an individual (other than your-
self) and that are in a system of
records, we will handle your request
under the FOIA and this rule. (How-
ever, if our disclosure in response to
your request would be permitted by the
Privacy Act’s disclosure provision, 5
U.S.C. 552a(b), for reasons other than
the requirements of the FOIA, and if
we decide to make the disclosure, then
we will not handle your request under
the FOIA and this rule. For example,
when we make routine use disclosures
pursuant to requests, we do not handle
them under the FOIA and this rule.
“Routine use’ is defined in the Privacy
Act and in Part 5b). If we handle your
request under the FOIA and this rule
and the FOIA does not require releas-
ing the record to you, then the Privacy
Act may prohibit the release and re-
move our discretion to release.

§5.5 Definitions.

As used in this part,

Agency means any executive depart-
ment, military department, govern-
ment corporation, government con-
trolled corporation, or other establish-
ment in the executive branch of the
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Federal Government, or any inde-
pendent regulatory agency. Thus, HHS
is an agency. A private organization is
not an agency even if it is performing
work under contract with the Govern-
ment or is receiving Federal financial
assistance. Grantee and contractor
records are not subject to the FOIA un-
less they are in the possession or under
the control of HHS or its agents, such
as Medicare health insurance carriers
and intermediaries.

Commercial use means, when referring
to a request, that the request is from
or on behalf of one who seeks informa-
tion for a use or purpose that furthers
the commercial, trade, or profit inter-
ests of the requester or of a person on
whose behalf the request is made.
Whether a request is for a commercial
use depends on the purpose of the re-
quest and the use to which the records
will be put; the identity of the re-
quester (individual, non-profit corpora-
tion, for-profit corporation), on the na-
ture of the records, while in some cases
indicative of that purpose or use, is not
necessarily determinative. When a re-
quest is from a representative of the
news media, a purpose or use sup-
porting the requester’s news dissemina-
tion function is not a commercial use.

Department or HHS means the Depart-
ment of Health and Human Services. It
includes Medicare health insurance
carriers and intermediaries to the ex-
tent they are performing functions
under agreements entered into under
sections 1816 and 1842 of the Social Se-
curity Act, 42 U.S.C. 1395h, 1395u.

Duplication means the process of
making a copy of a record and sending
it to the requester, to the extent nec-
essary to respond to the request. Such
copies include paper copy, microform,
audio-visual materials, and magnetic
tapes, cards, and discs.

Educational institution means a pre-
school, elementary or secondary
school, institution of undergraduate or
graduate higher education, or institu-
tion of professional or vocational edu-
cation, which operates a program of
scholarly research.

Freedom of Information Act or FOIA
means section 552 of Title 5, United
States Code, as amended.

Freedom of Information Officer means
an HHS official who has been delegated
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the authority to release or withhold
records and assess, waive, or reduce
fees in response to FOIA requests.

Non-commercial scientific institution
means an institution that is not oper-
ated substantially for purposes of fur-
thering its own or someone else’s busi-
ness, trade, or profit interests, and that
is operated for purposes of conducting
scientific research whose results are
not intended to promote any particular
product or industry.

Records means any handwritten,
typed, or printed documents (such as
memoranda, books, brochures, studies,
writings, drafts, letters, transcripts,
and minutes) and documentary mate-
rial in other forms (such as punch-
cards; magnetic tapes, cards, or discs;
paper tapes; audio or video recordings;
maps; photographs; slides; microfilm;
and motion pictures). It does not in-
clude objects or articles such as exhib-
its, models, equipment, and duplication
machines or audiovisual processing
materials. Nor does it include books,
magazines, pamphlets, or other ref-
erence material in formally organized
and officially designated HHS libraries,
where such materials are available
under the rules of the particular Ili-
brary.

Representative of the mnews media
means a person actively gathering in-
formation for an entity organized and
operated to publish or broadcast news
to the public. News media entities in-
clude television and radio broadcasters,
publishers of periodicals who distribute
their products to the general public or
who make their products available for
purchase or subscription by the general
public, and entities that may dissemi-
nate news through other media (e.g.,
electronic dissemination of text). We
will treat freelance journalists as rep-
resentatives of a new media entity if
they can show a likelihood of publica-
tion through such an entity. A publica-
tion contract is such a basis, and the
requester’s past publication record
may show such a basis.

Request means asking for records,
whether or not you refer specifically to
the Freedom of Information Act. Re-
quests from Federal agencies and court
orders for documents are not included
within this definition. Subpoenas are
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requests only to the extent provided by
Part 2 of this title.

Review means, when used in connec-
tion with processing records for a com-
mercial use request, examining the
records to determine what portions, if
any, may be withheld, and any other
processing that is necessary to prepare
the records for release. It includes only
the examining and processing that are
done the first time we analyze whether
a specific exemption applies to a par-
ticular record or portion of a record. It
does not include examination done in
the appeal stage with respect to an ex-
emption that was applied at the initial
request stage. However, if we initially
withhold a record under one exemp-
tion, and on appeal we determine that
that exemption does not apply, then
examining the record in the appeal
stage for the purpose of determining
whether a different exemption applies
is included in review. It does not in-
clude the process of researching or re-
solving general legal or policy issues
regarding exemptions.

Search means looking for records or
portions of records responsive to a re-
quest. It includes reading and inter-
preting a request, and also page-by-
page and line-by-line examination to
identify responsive portions of a docu-
ment. However, it does not include
line-by-line examination where merely
duplicating the entire page would be a
less expensive and quicker way to com-
ply with the request.

Subpart B—Obtaining a Record

§5.21 How to request records.

(a) General. Our policy is to answer
all requests, both oral and written, for
records. However, in order to have the
rights given you by the FOIA and by
this regulation (for example, the right
to appeal if we deny your request and
the right to have our decisions re-
viewed in court), you must either make
your request in writing or make it
orally to a Freedom of Information Of-
ficer. Freedom of Information Officers
and their staffs may put in writing any
oral requests they receive directly.

(b) Addressing requests. It will help us
to handle your request sooner if you
address it to the Freedom of Informa-
tion Officer in the HHS unit that is
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most likely to have the records you
want. (See §5.31 of this Part for a list
of Freedom of Information Officers.) If
you cannot determine this, send the re-
quest to: HHS Freedom of Information
Officer, 645-F, Hubert H. Humphrey
Building, Department of Health and
Human Services, 200 Independence Ave-
nue SW., Washington, DC 20201. Write
the words ‘‘Freedom of Information
Act Request’” on the envelope and let-
ter.

(c) Details in the letter. You should
provide details that will help us iden-
tify and find the records you are re-
questing. If there is insufficient infor-
mation, we will ask you for more. In-
clude your telephone number(s) to help
us reach you if we have questions. If
you are not sure how to write your re-
quest or what details to include, com-
municate with a Freedom of Informa-
tion Officer.

§5.22 Requests not handled under the
FOIA.

(a) We will not handle your request
under the FOIA and this regulation to
the extent it asks for records that are
currently available, either from HHS
or from another part of the Federal
Government, under a statute that pro-
vides for charging fees for those
records. For example, we will not han-
dle your request under the FOIA and
this regulation to the extent it asks for
detailed earnings statements under the
Social Security program, or records
currently available from the Govern-
ment Printing Office of the National
Technical Information Service.

(b) We will not handle your request
under the FOIA and this regulation to
the extent it asks for records that are
distributed by an HHS program office
as part of its regular program activity,
for example, health education bro-
chures distributed by the Public Health
Service or public information leaflets
distributed by the Social Security Ad-
ministration.

§5.23 Referral of requests outside the
Department.

If you request records that were cre-
ated by, or provided to us by, another
Federal agency, and if that agency as-
serts control over the records, we may
refer the records and your request to
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that agency. We may likewise refer re-
quests for classified records to the
agency that classified them. In these
cases, the other agency will process
and respond to your request, to the ex-
tent it concerns those records, under
that agency’s regulation, and you need
not make a separate request to that
agency. We will notify you when we
refer your request to another agency.

§5.24 Responding to your request.

(a) Retrieving records. The Depart-
ment is required to furnish copies of
records only when they are in our pos-
session or we can retrieve them from
storage. If we have stored the records
you want in the National Archives or
another storage center, we will retrieve
and review them for possible disclo-
sure. However, the Federal Govern-
ment destroys many old records, so
sometimes it is impossible to fill re-
quests. Various laws, regulations, and
manuals give the time periods for
keeping records before they may be de-
stroyed. For example, there is informa-
tion about retention of records in the
Records Disposal Act of 1944, 44 U.S.C.
3301 through 3314; the Federal Property
Management Regulations, 41 CFR 101-
11.4; the General Records Schedules of
the National Archives and Records Ad-
ministration; and in the HHS Hand-
book: Files Maintenance and Records
Disposition.

(b) Furnishing records. The require-
ment is that we furnish copies only of
records that we have or can retrieve.
We are not compelled to create new
records. For example, we are not re-
quired to write a new program so that
a computer will print information in
the format you prefer. However, if the
requested information is maintained in
computerized form, but we can, with
minimal computer instructions,
produce the information on paper, we
will do this if it is the only way to re-
spond to a request. Nor are we required
to perform research for you. On the
other hand, we may decide to conserve
government resources and at the same
time supply the records you need by
consolidating information from various
records rather than copying them all.
Moreover, we are required to furnish
only one copy of a record and usually
impose that limit. If information exists
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in different forms, we will provide the
record in the form that best conserves
government resources. For example, if
it requires less time and expense to
provide a computer record as a paper
printout rather than in an electronic
medium, we will provide the printout.

Subpart C—Release and Denial of
Records

§5.31 Designation of authorized offi-
cials.

(a) Freedom of Information Officers. To
provide coordination and consistency
in responding to FOIA requests, only
Freedom of Information Officers have
the authority to release or deny
records. These same officials determine
fees.

(1) HHS Freedom of Information Offi-
cer. Only the HHS Freedom of Informa-
tion Officer may determine whether to
release or deny records in any of the
following situations:

(i) The records you seek include
records addressed to or sent from an of-
ficial or office of the Office of the Sec-
retary, including its staff offices, or of
any Regional Director’s Office;

(ii) The records you seek include any
records of the Office of Human Devel-
opment Services, the Family Support
Administration, or any organizational
unit of HHS not specifically indentified
below; or

(iii) The records include records of
more than one of the major units iden-
tified below (PHS, CMS, and SSA) ei-
ther at headquarters or in a Regional
Office.

(2) PHS Freedom of Information Officer.
If the records you seek are exclusively
records of the Public Health Service or
if the records you seek involve more
than one health agency of the Public
Health Service, including its records in
the regions, only the Deputy Assistant
Secretary for Health (Communica-
tions), who also is the PHS Freedom of
Information Officer, may determine
whether to release or deny the records,
except as follows:

(i) CDC and ATSDR Freedom of Infor-
mation Officer. If the records you seek
are exclusively records of the Centers
for Disease Control and/or the Agency
for Toxic Substances and Disease Reg-
istry, only the Director, Office of Pub-
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lic Affairs, CDC, who also is the CDC
and ATSDR Freedom of Information
Officer, may determine whether to re-
lease or deny the records.

(ii) FDA Freedom of Information Offi-
cer. If the records you seek are exclu-
sively records of the Food and Drug
Administration, only the Associate
Commissioner for Public Affairs, FDA,
who also is the FDA Freedom of Infor-
mation Officer, may determine wheth-
er to release or deny the records.

(iii) NIH Freedom of Information Offi-
cer. If the records you seek are exclu-
sively records of the National Insti-
tutes of Health, only the Associate Di-
rector of Communications, HIH, who
also is the NIH Freedom of Information
Officer, may determine whether to re-
lease or deny the records.

(iv) HRSA Freedom of Information Offi-
cer. If the records you seek are exclu-
sively records of the Health Resources
and Services Administration, only the
Associate Administrator for Commu-
nications, HRSA, who also is the HRSA
Freedom of Information Officer, may
determine whether to release or deny
the records.

(v) ADAMHA Freedom of Information
Officer. If the records you seek are ex-
clusively records of the Alcohol, Drug
Abuse and Mental Health Administra-
tion, only the Associate Administrator
for Communications and Public Af-
fairs, ADAMHA, who 1is also the
ADAMHA Freedom of Information Offi-
cer, may determine whether to release
or deny the records.

(vi) IHS Freedom of Information Offi-
cer. If the records you seek are exclu-
sively records of the Indian Health
Service, only the Director of Commu-
nications, IHS, who also is the IHS
Freedom of Information Officer, may
determine whether to release or deny
the records.

(3) SSA Freedom of Information Officer.
If the records you seek are exclusively
records of the Social Security Adminis-
tration, including its records in the re-
gions, only the Director, Office of Pub-
lic Inquiries, SSA, who also is the SSA
Freedom of Information Officer, may
determine whether to release or deny
the records.
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(4) CMS Freedom of Information Offi-
cer. If the records you seek are exclu-
sively records of theCenters for Medi-
care & Medicaid Services, including its
records in the regions, only the Direc-
tor, Office of Public Affairs, CMS, who
also is the CMS Freedom of Informa-
tion Officer, may determine whether to
release or deny the records.

(b) Delegations. Any of the above
Freedom of Information Officers may
delegate his or her authority to release
or deny records and to determine fees.
Any such delegation requires the con-
currence of the Assistant Secretary for
Public Affairs.

(c) Addresses and telephone numbers.
The addresses and telephone numbers
of the Freedom of Information Officers
are listed below.

FREEDOM OF INFORMATION OFFICERS

HHS Freedom of Information Officer, Room
645-F, Hubert H. Humphrey Building, 200
Independence Avenue SW., Washington, DC
20201, Tel: (202) 472-7453

SSA Freedom of Information Officer, Room
4-H-8, Annex Building, 6401 Security Bou-
levard, Baltimore, Maryland 21235, Tel:
(301) 965-3962

CMS Freedom of Information Officer, Room
100, Professional Building, Office of Public
Affairs, 6660 Security Boulevard, Balti-
more, Maryland 21207, Tel: (301) 966-5352

PHS Freedom of Information Officer, Room
13-C-24, Parklawn Building, 5600 Fishers
Lane, Rockville, Maryland 20857, Tel: (301)
443-5252

FDA Freedom of Information Officer, HFW-
35, Room 12A16, Parklawn Building, 5600
Fishers Land, Rockville, Maryland 20857,
Tel: (301) 443-1813

NIH Freedom of Information Officer, Na-
tional Institutes of Health, Building 31,
Room 2B39, 9000 Rockville Pike, Bethesda,
Maryland 20892, Tel: (301) 496-5633

CDC Freedom of Information Officer, Centers
for Disease Control, 1600 Clifton Road, NE.,
Atlanta, Georgia 30333, Tel: (404) 329-3286

HRSA Freedom of Information Officer, Room
14-43, Parklawn Building, 5600 Fishers
Lane, Rockville, Maryland 20857, Tel: (301)
443-2086

ADAMHA Freedom of Information Officer,
Room 12-C-15, Parklawn Building, 5600
Fishers Lane, Rockville, Maryland 20857,
Tel: (301) 443-3783

IHS Freedom of Information Officer, Room
5-A-39, Parklawn Building, 5600 Fishers
Land, Rockville, Maryland 20857, Tel: (301)
443-1397.
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(a) Records previously released. If we
have released a record, or a part of a
record, to others in the past, we will
ordinarily release it to you also. How-
ever, we will not release it to you if a
statute forbids this disclosure, and we
will not necessarily release it to you if
an exemption applies in your situation
and did not apply, or applied dif-
ferently, in the previous situations.

(b) Unauthorized disclosure. The prin-
ciple stated in paragraph (a) of this
section, does not apply if the previous
release was unauthorized.

(¢c) Poor copy. If we cannot make a
legible copy of a record to be released,
we do not attempt to reconstruct it.
Instead, we furnish the best copy pos-
sible and note its poor quality in our
reply.

Release of records.

§5.33 Denial of requests.

(a) Information furnished. All denials
are in writing and describe in general
terms the material withheld; state the
reasons for the denial, including, as ap-
plicable, a reference to the specific ex-
emption of the FOIA authorizing the
withholding or deletion; explain your
right to appeal the decision and iden-
tify the official to whom you should
send the appeal; and are signed by the
person who made the decision to deny
all or part of the request.

(b) Unproductive searches. We make a
diligent search for records to satisfy
your request. Nevertheless, we may not
be able always to find the records you
want using the information you pro-
vided, or they may not exist. If we ad-
vise you that we have been unable to
find the records despite a diligent
search, this does not constitute a de-
nial of your request.

§5.34 Appeal of denials.

(a) Right of appeal. You have the
right to appeal a partial or full denial
of your FOIA request. To do so, you
must put your appeal in writing and
send it to the review official identified
in the denial letter. You must send
your appeal within 30 days from the
date you receive that letter or from the
date you receive the records released as
a partial grant of your request, which-
ever is later.
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(b) Letter of appeal. The appeal letter
should state reasons why you believe
that the FOIA exemption(s) we cited do
not apply to the records that you re-
quested, or give reasons why they
should be released regardless of wheth-
er the exemption(s) apply. Because we
have some discretionary authority in
deciding whether to release or withhold
records, you may strengthen your re-
quest by explaining your reasons for
wanting the records. However, you are
not required to give any explanation.

(c) Review process. Before making a
decision on an appeal of a denial, the
designated review official will consult
with the General Counsel to ensure
that the rights and interests of all par-
ties affected by the request are pro-
tected. Also, the concurrence of the As-
sistant Secretary for Public Affairs is
required in all appeal decisions, includ-
ing those on fees. When the review offi-
cial responds to an appeal, that con-
stitutes the Department’s final action
on the request. If the review official
grants your appeal, we will send the
records to you promptly or let you in-
spect them, or else we will explain the
reason for any delay and the approxi-
mate date you will receive copies or be
allowed to inspect the records. If the
decision is to deny your appeal, the of-
ficial will state the reasons for the de-
cision in writing and inform you of the
FOIA provision for judicial review.

§5.35 Time limits.

(a) General. FOIA sets certain time
limits for us to decide whether to dis-
close the records you requested, and to
decide appeals. If we fail to meet the
deadlines, you may proceed as if we
had denied your request or your appeal.
We will try diligently to comply with
the time limits, but if it appears that
processing your request may take
longer than we would wish, we will ac-
knowledge your request and tell you
its status. Since requests may be
misaddressed or misrouted, you should
call or write to confirm that we have
the request and to learn its status if
you have not heard from us in a rea-
sonable time.

(b) Time allowed. (1) We will decide
whether to release records within 10
working days after your request
reaches the appropriate FOI office, as
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identified in §5.31 of this part. When we
decide to release records, we will actu-
ally provide the records, or let you in-
spect them, as soon as possible after
that decision.

(2) We will decide an appeal within 20
working days after the appeal reaches
the appropriate review official

(c) Extension of time limits. FOI Offi-
cers of review officials may extend the
time limits in unusual circumstances.
Extension at the request stage and at
the appeal stage may total up to 10
working days. We will notify you in
writing of any extension. ‘“Unusual cir-
cumstances’ include situations when
we:

(1) Search for and collect records
from field facilites, archives, or loca-
tions other than the office processing
the request.

(2) Search for, collect, or examine a
great many records in response to a
single request.

(3) Consult with another office or
agency that has substantial interest in
the determination of the request.

(4) Conduct negotiations with sub-
mitters and requesters of information
to determine the nature and extent of
non-disclosable proprietary materials.

Subpart D—Fees

§5.41 Fees to be charged—categories
of requests.

The paragraphs below state, for each
category of request, the type of fees
that we will generally charge. How-
ever, for each of these categories, the
fees may be limited, waived, or reduced
for the reasons given in §§5.42 through
5.45 or for other reasons.

(a) Commercial use request. If your re-
quest is for a commercial use, HHS will
charge you the costs of search, review,
and duplication.

(b) Educational and scientific institu-
tions and news media. If you are an edu-
cational institution or a non-commer-
cial scientific institution, operated pri-
marily for scholarly or scientific re-
search, or a representative of the news
media, and your request is not for a
commercial use, HHS will charge you
only for the duplication of documents.
Also, HHS will not charge you the
copying costs for the first 100 pages of
duplication.
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(c) Other requesters. If your request is
not the kind described by paragraph (a)
or (b) of this section, then HHS will
charge you only for the search and the
duplication. Also, we will not charge
you for the first two hours of search
time or for the copying costs of the
first 100 pages of duplication.

§5.42 Fees to be charged—general pro-
visions.

(a) We may charge search fees even if
the records we find are exempt from
disclosure, or even if we do not find
any records at all.

(b) If we are not charging you for the
first two hours of search time, under
§5.41(c), and those two hours are spent
on a computer search, then the two
free hours are the first two hours of the
operator’s own operation. If the oper-
ator spends less than two hours on the
search, we well reduce the total search
fees by the average hourly rate for the
operator’s time, multipled by two.

(c) If we are not charging you for the
first 100 pages of duplication, under
§5.41 (b) or (c¢), then those 100 pages are
the first 100 pages of photocopies of
standard size pages, or the first 100
pages of computer printout. If we can-
not use this method to calculate the
fee reduction, then we will reduce your
total duplication fee by the normal
charge for photocopying a standard
size page, multiplied by 100.

(d) We will not charge you any fee at
all if the costs of routine collection and
processing of the fee are likely to equal
or exceed the amount of the fee. As of
May 1987, such costs among the units
HHS ranged between $6.00 and $12.50.

(e) If we determine that you (acting
either alone or together with others)
are breaking down a single request into
a series of requests in order to avoid
(or reduce) the fees charged, we may
aggregate all these requests for pur-
poses of calculating the fees charged.

(f) We will charge interest on unpaid
bills beginning on the 3lst day fol-
lowing the day the bill was sent. We
will use the provisions of Part 30 of
this Title in assessing interest, admin-
istrative costs, and penalties and in
taking actions to encourage payment.

(g) This subpart does not apply to re-
quests for Social Security program
records on Social Security number
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holders, wage earners, employers, and
claimants, where the requests are gov-
erned by section 1106 of the Social Se-
curity Act, 42 U.S.C. 1306(c), and by 20
CFR 442.441.

§5.43 Fee schedule.

HHS charges the following fees:

(a) Manual searching for or reviewing
of records—when the search or review
is performed by employees at grade
GS-1 through GS-8, an hourly rate
based on the salary of a GS-5, step 7,
employee; when done by a GS-9
through GS-14, an hourly rate based on
the salary of a GS-12, step 4, employee;
and when done by a GS-15 or above, an
hourly rate based on the salary of a
GS-15, step 7, employee. In each case,
the hourly rate will be computed by
taking the current hourly rate for the
specified grade and step, adding 16% of
that rate to cover benefits, and round-
ing to the nearest whole dollar. As of
November 25, 1988, these rates were $10,
$20, and $37 respectively. When a search
involves employees at more than one of
these levels, we will charge the rate ap-
propriate for each.

(b) Computer searching and print-
ing—the actual cost of operating the
computer plus charges for the time
spent by the operator, at the rates
given in paragraph (a) of this section.

(c) Photocopying standard size
pages—$0.10 per page. FOI Officers may
charge lower fees for particular docu-
ments where—

(1) The document has already been
printed in large numbers,

(2) The program office determines
that using existing stock to answer
this request, and any other anticipated
FOI requests, will not interfere with
program requirements, and

(3) The FOI Officer determines that
the lower fee is adequate to recover the
prorated share of the original printing
costs.

(d) Photocopying odd-size documents
(such as punchcards or blueprints), or
reproducing other records (such as
tapes)—the actual costs of operating
the machine, plus the actual cost of
the materials used, plus charges for the
time spent by the operator, at the
rates given in paragraph (a) of this sec-
tion.
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(e) Certifying that records are true
copies. This service is not required by
the FOIA. If we agree to provide it, we
will charge $10 per certification.

(f) Sending records by express mail,
certified mail, or other special meth-
ods. This service is not required by the
FOIA. If we agree to provide it, we will
charge our actual costs.

(g) Performing any other special
service that you request and we agree
to—actual costs of operating any ma-
chinery, plus actual cost of any mate-
rials used, plus charges for the time of
our employees, at the rates given in
paragraph (a) of this section.

§5.44 Procedures for assessing and
collecting fees.

(a) Agreement to pay. We generally as-
sume that when you request records
you are willing to pay the fees we
charge for services associated with
your request. You may specify a limit
on the amount you are willing to
spend. We will notify you if it appears
that the fees will exceed the limit and
ask whether you nevertheless want us
to proceed with the search.

(b) Advance payment. If you have
failed to pay previous bills in a timely
fashion, or if our initial review of your
request indicates that we will charge
you fees exceeding $250, we will require
you to pay your past due fees and/or
the estimated fees, or a deposit, before
we start searching for the records you
want. If so, we will let you know
promptly upon receiving your request.
In such cases, the administrative time
limits prescribed in §5.35 of the part
(i.e., ten working days from receipt of
initial requests and 20 working days
from receipt of appeals from initial de-
nials, plus permissible extensions of
these time limits) will begin only after
we come to an agreement with you
over payment of fees, or decide that fee
waiver or reduction is appropriate.

(c) Billing and payment. We will nor-
mally require you to pay all fees before
we furnish the records to you. We may,
at our discretion, send you a bill along
with or following the furnishing of the
records. For example, we may do this if
you have a history of prompt payment.
We may also, at our discretion, aggre-
gate the charges for certain time peri-
ods in order to avoid sending numerous
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small bills to frequent requesters, or to
businesses or agents representing re-
questers. For example, we might send a
bill to such a requester once a month.
Fees should be paid in accordance with
the instructions furnished by the per-
son who responds to your requests.

§5.45 Waiver or reduction of fees.

(a) Standard. We will waive or reduce
the fees we would otherwise charge if
disclosure of the information meets
both of the following tests:

(1) It is in the public interest because
it is likely to contribute significantly
to public understanding of the oper-
ations or activities of the government,
and

(2) It is not primarily in the commer-
cial interest of the requester.

These two tests are explained
paragraphs (b) and (c) of this section.

(b) Public interest. The disclosure
passes the first test only if it furthers
the specific public interest of being
likely to contribute significantly to
public understanding of government
operations or activities, regardless of
any other public interest it may fur-
ther. In analyzing this question, we
will consider the following factors.

(1) How, if at all, do the records to be
disclosed pertain to the operations or
activities of the Federal Government?

(2) Would disclosure of the records re-
veal any meaningful information about
government operations or activities?
Can one learn from these records any-
thing about such operations that is not
already public knowledge?

(3) Will the disclosure advance the
understanding of the general public as
distinguished from a narrow segment
of interested persons? Under this factor
we may consider whether the requester
is in a position to contribute to public
understanding. For example, we may
consider whether the requester has
such knowledge or expertise as may be
necessary to understand the informa-
tion, and whether the requester’s in-
tended use of the information would be
likely to disseminate the information
among the public. An unsupported
claim to be doing research for a book
or article does not demonstrate that
likelihood, while such a claim by a rep-
resentative of the news media is better
evidence.

in
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(4) Will the contribution to public un-
derstanding be a significant one? Will
the public’s understanding of the gov-
ernment’s operations be substantially
greater as a result of the disclosure?

(c) Not primarily in the requester’s com-
mercial interest. If the disclosure passes
the test of furthering the specific pub-
lic interest described in paragraph (b)
of this section, we will determine
whether it also furthers the requester’s
commercial interest and, if so, whether
this effect outweighs the advancement
of that public interest. In applying this
second test, we will consider the fol-
lowing factors:

(1) Would the disclosure further a
commercial interest of the requester,
or of someone on whose behalf the re-
quester is acting? ‘‘Commercial inter-
ests’ include interests relating to busi-
ness, trade, and profit. Not only profit-
making corporations have commercial
interests—so do nonprofit corpora-
tions, individuals, unions, and other as-
sociations. The interest of a represent-
ative of the news media in using the in-
formation for news dissemination pur-
poses will not be considered a commer-
cial interest.

(2) If disclosure would further a com-
mercial interest of the requester,
would that effect outweigh the ad-
vancement of the public interest de-
fined in paragraph (b) of this section?
Which effect is primary?

(d) Deciding between waiver and reduc-
tion. If the disclosure passes both tests,
we will normally waive fees. However,
in some cases we may decide only to
reduce the fees. For example, we may
do this when disclosure of some but not
all of the requested records passes the
tests.

(e) Procedure for requesting a waiver or
reduction. You must make your request
for a waiver or reduction at the same
time you make your request for
records. You should explain why you
believe a waiver or reduction is proper
under the analysis in paragraphs (a)
through (d) of this section. Only FOI
Officers may make the decision wheth-
er to waive, or reduce, the fees. If we do
not completely grant your request for
a waiver or reduction, the denial letter
will designate a review official. You
may appeal the denial to that official.
In your appeal letter, you should dis-
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cuss whatever reasons are given in our
denial letter. The process prescribed in
§5.34(c) of this part will also apply to
these appeals.

Subpart E—Records Available for
Public Inspection

§5.51 Records available.

(a) Records of general interest. We will
make the following records of general
interest available for your inspection
and copying. Before releasing them,
however, we may delete the names of
people, or information that would iden-
tify them, if release would invade their
personal privacy to a clearly unwar-
ranted degree. (See §5.67 of this part.)

(1) Orders and final opinions, includ-
ing concurring and dissenting opinions
in adjudications, such as Letters of
Finding issued by the Office for Civil
Rights in civil rights complaints, and
Social Security Rulings. (See §5.66 of
this part for availability of internal
memoranda, including attorney opin-
ions and advice.)

(2) Statements of policy and interpre-
tations that we have adopted but have
not published in the FEDERAL REG-
ISTER.

(3) Administrative staff manuals and
instructions to staff that affect the
public. (We will not make available,
however, manuals or instructions that
reveal investigative or audit proce-
dures as described in §§5.63 and 5.68 of
this part.)

(b) Other records. In addition to such
records as those described in paragraph
(a) of this section, we will make avail-
able to any person a copy of all other
agency records, unless we determine
that such records should be withheld
from disclosure under subsection (b) of
the Act and Subpart F of this regula-
tion.

§5.52 Indexes of records.

(a) Inspection and copying. We will
maintain and provide for your inspec-
tion and copying current indexes of the
records described in §5.51(a). We will
also publish and distribute copies of
the indexes unless we announce in the
FEDERAL REGISTER that it is unneces-
sary or impracticable to do so. For as-
sistance in locating indexes main-
tained in the Department, you may
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contact the HHS Freedom of Informa-
tion Officer at the address and tele-
phone number in §5.31(c).

(b) Record citation as precedent. We
will not use or cite any record de-
scribed in §5.51(a) as a precedent for an
action against a person unless we have
indexed the record and published it or
made it available, or unless the person
has timely notice of the record.

Subpart F—Reasons for
Withholding Some Records

§5.61 General.

Section 552(b) of the Freedom of In-
formation Act contains nine exemp-
tions to the mandatory disclosure of
records. We describe these exemptions
below and explain how this Department
applies them to disclosure determina-
tions. (In some cases more than one ex-
emption may apply to the same docu-
ment.) Information obtained by the De-
partment from any individual or orga-
nization, furnished in reliance on a pro-
vision for confidentiality authorized by
applicable statute or regulation, will
not be disclosed, to the extent it can be
withheld under one of these exemp-
tions. This section does not itself au-
thorize the giving of any pledge of con-
fidentiality by any officer or employee
of the Department.

§5.62 Exemption one: National defense
and foreign policy.

We are not required to release
records that, as provided by FOIA, are
‘‘(a) specifically authorized under cri-
teria established by an Executive Order
to be kept secret in the interest of na-
tional defense or foreign policy and (b)
are in fact properly classified pursuant
to such Executive Order.”’” Executive
Order No. 12356 (1982) provides for such
classification. When the release of cer-
tain records may adversely affect U.S.
relations with foreign countries, we
usually consult with officials of those
countries or officials of the Depart-
ment of State. Also, we may on occa-
sion have in our possession records
classified by some other agency. We
may refer your request for such records
to the agency that classified them and
notify you that we have done so, as ex-
plained in §5.23.
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§5.63 Exemption two: Internal per-
sonnel rules and practices.

We are not required to release
records that are ‘‘related solely to the
internal personnel rules and practices
of an agency.” Under this exemption,
we may withhold routine internal
agency practices and procedures. For
example, we may withhold guard
schedules and rules governing parking
facilities or lunch periods. Also under
this exemption, we may withhold inter-
nal records whose release would help
some persons circumvent the law or
agency regulations. For example, we
ordinarily do not disclose manuals that
instruct our investigators or auditors
how to investigate possible violations
of law, to the extent that this release
would help some persons circumvent
the law.

§5.64 Exemption three: Records ex-
empted by other statutes.

We are not required to release
records if another statute specifically
allows us to withhold them. We may
use another statute to justify with-
holding only if it absolutely prohibits
disclosure or if it sets forth criteria to
guide our decision on releasing or iden-
tifies particular types of material to be
withheld.

§5.65 Exemption four: Trade secrets
and confidential commercial or fi-
nancial information.

We will withhold trade secrets and
commercial or financial information
that is obtained from a person and is
privileged or confidential.

(a) Trade secrets. A trade secret is a
secret, commercially valuable plan,
formula, process, or device that is used
for the making, preparing,
compounding, or processing of trade
commodities and that can be said to be
the end product of either innovation or
substantial effort. There must be a di-
rect relationship between the trade se-
cret and the productive process.

(b) Commercial or financial informa-
tion. We will not disclose records whose
information is ‘‘commercial or finan-
cial,” is obtained from a person, and is
“privileged or confidential.”

(1) Information is ‘‘commercial or fi-
nancial” if it relates to businesses,
commerce, trade, employment, profits,
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or finances
nances).
broadly.

(2) Information is ‘“‘obtained from a
person’ if HHS or another agency has
obtained it from someone outside the
Federal Government or from someone
within the Government who has a com-
mercial or financial interest in the in-
formation. “Person’ includes an indi-
vidual, partnership, corporation, asso-
ciation, state or foreign government,
or other organization. Information is
not ‘‘obtained from a person” if it is
generated by HHS or another federal
agency. However, information is ‘‘ob-
tained from a person’ if it is provided
by someone, including but not limited
to an agency employee, who retains a
commercial or financial interest in the
information.

(3) Information is ‘‘privileged” if it
would ordinarily be protected from dis-
closure in civil discovery by a recog-
nized evidentiary privilege, such as the
attorney-client privilege or the work
product privilege. Information may be
privileged for this purpose under a
privilege belonging to a person outside
the government, unless the providing
of the information to the government
rendered the information no longer
protectable in civil discovery.

(4) Information is ‘‘confidential” if it
meets one of the following tests:

(i) Disclosure may impair the govern-
ment’s ability to obtain necessary in-
formation in the future;

(ii) Disclosure would substantially
harm the competitive position of the
person who submitted the information;

(iii) Disclosure would impair other
government interests, such as program
effectiveness and compliance; or

(iv) Disclosure would impair other
private interests, such as an interest in
controlling availability of intrinsically
valuable records, which are sold in the
market by their owner.

The following questions may be rel-
evant in analyzing whether a record
meets one or more of the above tests:
Is the information of a type custom-
arily held in strict confidence and not
disclosed to the public by the person to
whom it belongs? What is the general
custom or usage with respect to such
information in the relevant occupation
or business? How many, and what types

(including personal fi-
We interpret this category
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of, individuals have access to the infor-
mation? What kind and degree of finan-
cial injury can be expected if the infor-
mation is disclosed?

(c) Designation of certain confidential
information. A person who submits
records to the government may des-
ignate part or all of the information in
such records as exempt from disclosure
under Exemption 4 of the FOIA. The
person may make this designation ei-
ther at the time the records are sub-
mitted to the government or within a
reasonable time thereafter. The des-
ignation must be in writing. Where a
legend is required by a request for pro-
posals or request for quotations, pursu-
ant to 48 CFR 352.215-12, then that leg-
end is necessary for this purpose. Any
such designation will expire ten years
after the records were submitted to the
government.

(d) Predisclosure notification. The pro-
cedures in this paragraph apply to
records on which the submitter has
designated information as provided in
paragraph (c) of this section. They also
apply to records that were submitted
to the government where we have sub-
stantial reason to believe that informa-
tion in the records could reasonably be
considered exempt under Exemption 4.
Certain exceptions to these procedures
are stated in paragraph (e) of this sec-
tion.

(1) When we receive a request for
such records, and we determine that we
may be required to disclose them, we
will make reasonable efforts to notify
the submitter about these facts. The
notice will include a copy of the re-
quest, and it will inform the submitter
about the procedures and time limits
for submission and consideration of ob-
jections to disclosure. If we must no-
tify a large number of submitters, we
may do this by posting or publishing a
notice in a place where the submitters
are reasonably likely to become aware
of it.

(2) The submitter has five working
days from receipt of the notice to ob-
ject to disclosure of any part of the
records and to state all bases for its ob-
jections.

(3) We will give consideration to all
bases that have been timely stated by
the submitter. If we decide to disclose
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the records, we will notify the sub-
mitter in writing. This notice will
briefly explain why we did not sustain
its objections. We will include with the
notice a copy of the records about
which the submitter objected, as we
propose to disclose them. The notice
will state that we intend to disclose
the records five working days after the
submitter receives the notice unless we
are ordered by a United States District
Court not to release them.

(4) When a requester files suit under
the FOIA to obtain records covered by
this paragraph, we will promptly notify
the submitter.

(5) Whenever we send a notice to a
submitter under paragraph (d)(1) of
this section, we will notify the re-
quester that we are giving the sub-
mitter a notice and an opportunity to
object. Whenever we send a notice to a
submitter under paragraph (d)(3) of
this section, we will notify the re-
quester of this fact.

(e) Exceptions to predisclosure notifica-
tion. The notice requirements in para-
graph (d) of this section do not apply in
the following situations:

(1) We decided not to disclose the
records;

(2) The information has previously
been published or made generally
available;

(3) Disclosure is required by a regula-
tion, issued after notice and oppor-
tunity for public comment, that speci-
fies narrow categories of records that
are to be disclosed under the FOIA, but
in this case a submitter may still des-
ignate records as described in para-
graph (c) of this section, and in excep-
tional cases, we may, at our discretion,
follow the notice procedures in para-
graph (d) of this section; or

(4) The designation appears to be ob-
viously frivolous, but in this case we
will still give the submitter the writ-
ten notice required by paragraph (d)(3)
of this section (although this notice
need not explain our decision or in-
clude a copy of the records), and we
will notify the requester as described
in paragraph (d)(5) of this section.

§5.66 Exemption five: Internal memo-
randa.

This exemption covers internal gov-
ernment communications and notes
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that fall within a generally recognized
evidentiary privilege. Internal govern-
ment communications include an agen-
cy’s communications with an outside
consultant or other outside person,
with a court, or with Congress, when
those communications are for a pur-
pose similar to the purpose of privi-
leged intra-agency communications.
Some of the most-commonly applicable
privileges are described in the fol-
lowing paragraphs.

(a) Deliberative process privilege. This
privilege protects predecisional delib-
erative communications. A commu-
nication is protected under this privi-
lege if it was made before a final deci-
sion was reached on some question of
policy and if it expressed recommenda-
tions or opinions on that question. The
purpose of the privilege is to prevent
injury to the quality of the agency de-
cisionmaking process by encouraging
open and frank internal policy discus-
sions, by avoiding premature disclosure
of policies not yet adopted, and by
avoiding the public confusion that
might result from disclosing reasons
that were not in fact the ultimate
grounds for an agency’s decision. Pure-
ly factual material in a deliberative
document is within this privilege only
if it is inextricably intertwined with
the deliberative portions so that it can-
not reasonably be segregated, if it
would reveal the nature of the delibera-
tive portions, or if its disclosure would
in some other way make possible an in-
trusion into the decisionmaking proc-
ess. We will release purely factual ma-
terial in a deliberative document un-
less that material is otherwise exempt.
The privilege continues to protect
predecisional documents even after a
decision is made.

(b) Attorney work product privilege.
This privilege protects documents pre-
pared by or for an agency, or by or for
its representative (typically, HHS at-
torneys) in anticipation of litigation or
for trial. It includes documents pre-
pared for purposes of administrative
adjudications as well as court litiga-
tion. It includes documents prepared
by program offices as well as by attor-
neys. It includes factual material in
such documents as well as material re-
vealing opinions and tactics. Finally,
the privilege continues to protect the
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documents even after the litigation is
closed.

(c) Attorney-client communication privi-
lege. This privilege protects confiden-
tial communications between a lawyer
and an employee or agent of the gov-
ernment where there is an attorney-cli-
ent relationship between them (typi-
cally, where the lawyer is acting as at-
torney for the agency and the em-
ployee is communicating on behalf of
the agency) and where the employee
has communicated information to the
attorney in confidence in order to ob-
tain legal advice or assistance.

§5.67 Exemption six: Clearly unwar-
ranted invasion of personal privacy.

(a) Documents affected. We may with-
hold records about individuals if disclo-
sure would constitute a clearly unwar-
ranted invasion of their personal pri-
vacy.

(b) Balancing test. In deciding wheth-
er to release records to you that con-
tain personal or private information
about someone else, we weigh the fore-
seeable harm of invading that person’s
privacy against the public benefit that
would result from the release. If you
were seeking information for a purely
commercial venture, for example, we
might not think that disclosure would
primarily benefit the public and we
would deny your request. On the other
hand, we would be more inclined to re-
lease information if you were working
on a research project that gave promise
of providing valuable information to a
wide audience. However, in our evalua-
tion of requests for records we attempt
to guard against the release of infor-
mation that might involve a violation
of personal privacy because of a re-
quester being able to ‘‘read between
the lines’ or piece together items that
would constitute information that nor-
mally would be exempt from manda-
tory disclosure under Exemption Six.

(c) Ezxamples. Some of the informa-
tion that we frequently withhold under
Exemption Six is: Home addresses,
ages, and minority group status of our
employees or former employees; social
security numbers; medical information
about individuals participating in clin-
ical research studies; names and ad-
dresses of individual beneficiaries of
our programs, or benefits such individ-
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uals receive; earning records, claim
files, and other personal information
maintained by the Social Security Ad-
ministration, the Public Health Serv-
ice, and theCenters for Medicare &
Medicaid Services.

§5.68 Exemption seven: Law enforce-
ment.

We are not required to disclose infor-
mation or records that the government
has compiled for law enforcement pur-
poses. The records may apply to actual
or potential violations of either crimi-
nal or civil laws or regulations. We can
withhold these records only to the ex-
tent that releasing them would cause
harm in at least one of the following
situations:

(a) Enforcement proceedings. We may
withhold information whose release
could reasonably be expected to inter-
fere with prospective or ongoing law
enforcement proceedings. Investiga-
tions of fraud and mismanagement,
employee misconduct, and civil rights
violations may fall into this category.
In certain cases—such as when a fraud
investigation is likely—we may refuse
to confirm or deny the existence of
records that relate to the violations in
order not to disclose that an investiga-
tion is in progress, or may be con-
ducted.

(b) Fair trial or impartial adjudication.
We may withhold records whose release
would deprive a person of a fair trial or
an impartial adjudication because of
prejudicial publicity.

(c) Personal privacy. We are careful
not to disclose information that could
reasonably be expected to constitute
an unwarranted invasion of personal
privacy. When a name surfaces in an
investigation, that person is likely to
be vulnerable to innuendo, rumor, har-
assment, and retaliation.

(d) Confidential sources and informa-
tion. We may withhold records whose
release could reasonably be expected to
disclose the identity of a confidential
source of information. A confidential
source may be an individual; a state,
local, or foreign government agency; or
any private organization. The exemp-
tion applies whether the source pro-
vides information under an express
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promise of confidentiality or under cir-
cumstances from which such an assur-
ance could be reasonably inferred.
Also, where the record, or information
in it, has been compiled by a criminal
law enforcement authority conducting
a criminal investigation, or by an
agency conducting a lawful national
security investigation, the exemption
also protects all information supplied
by a confidential source. Also pro-
tected from mandatory disclosure is
any information which, if disclosed,
could reasonably be expected to jeop-
ardize the system of confidentiality
that assures a flow of information from
sources to investigatory agencies.

(e) Techniques and procedures. We may
withhold records reflecting special
techniques or procedures of investiga-
tion or prosecution, not otherwise gen-
erally known to the public. In some
cases, it is not possible to describe even
in general terms those techniques
without disclosing the very material to
be withheld. We may also withhold
records whose release would disclose
guidelines for law enforcement inves-
tigations or prosecutions if this disclo-
sure could reasonably be expected to
create a risk that someone could cir-
cumvent requirements of law or of reg-
ulation.

(f) Life and physical safety. We may
withhold records whose disclosure
could reasonably be expected to endan-
ger the life or physical safety of any in-
dividual. This protection extends to
threats and harassment as well as to
physical violence.

§5.69 Exemptions 8 and 9: Records on
financial institutions; records on
wells.

Exemption eight permits us to with-
hold records about regulation or super-
vision of financial institutions. Exemp-
tion nine permits the withholding of
geological and geophysical information
and data, including maps, concerning
wells.

PART 5a [RESERVED]

PART 5b—PRIVACY ACT
REGULATIONS

Sec.
5b.1 Definitions.
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5b.2
5b.3
5b.4
5b.5
5b.6

Purpose and scope.
Policy.
Maintenance of records.
Notification of or access to records.
Special procedures for notification of
or access to medical records.
5b.7 Procedures for correction or amend-
ment of records.
5b.8 Appeals of refusals to correct or amend
records.
5b.9 Disclosure of records.
5b.10 Parents and guardians.
5b.11 Exempt systems.
5b.12 Contractors.
5b.13 Fees.
APPENDIX A TO PART 5b—EMPLOYEE STAND-
ARDS OF CONDUCT
APPENDIX B TO PART 5b—ROUTINE USES AP-
PLICABLE TO MORE THAN ONE SYSTEM OF
RECORDS MAINTAINED BY HHS
APPENDIX C TO PART 5b—DELEGATIONS OF AU-
THORITY [RESERVED]

AUTHORITY: 5 U.S.C. 301, 5 U.S.C. 552a.

SOURCE: 40 FR 47409, Oct. 8, 1975, unless
otherwise noted.

§5b.1 Definitions.

As used in this part:

(a) Access means availability of a
record to a subject individual.

(b) Agency means the Department of
Health and Human Services.

(c) Department means the Department
of Health and Human Services.

(d) Disclosure means the availability
or release of a record to anyone other
than the subject individual.

(e) Individual means a living person
who is a citizen of the United States or
an alien lawfully admitted for perma-
nent residence. It does not include per-
sons such as sole proprietorships, part-
nerships, or corporations. A business
firm which is identified by the name of
one or more persons is not an indi-
vidual within the meaning of this part.

(f) Maintain means to maintain, col-
lect, use, or disseminate when used in
connection with the term ‘‘record’;
and, to have control over or responsi-
bility for a system of records when
used in connection with the term ‘‘sys-
tem of records.”

(g) Notification means communication
to an individual whether he is a subject
individual.

(h) Record means any item, collec-
tion, or grouping of information about
an individual that is maintained by the
Department, including but not limited
to the individual’s education, financial
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transactions, medical history, and
criminal or employment history and
that contains his name, or an identi-
fying number, symbol, or other identi-
fying particular assigned to the indi-
vidual, such as a finger or voice print
or a photograph. When used in this
part, record means only a record which
is in a system of records.

(1) Responsible Department official
means that officer who is listed in a
notice of a system of records as the
system manager for a given system of
records or another individual listed in
the notice of a system of records to
whom requests may be made, or the
designee of either such officer or indi-
vidual.

(j) Routine use means the disclosure
of a record outside the Department,
without the consent of the subject indi-
vidual, for a purpose which is compat-
ible with the purpose for which the
record was collected. It includes disclo-
sures required to be made by statute
other than the Freedom of Information
Act, 5 U.S.C. 552. It does not include
disclosures which are permitted to be
made without the consent of the sub-
ject individual which are not compat-
ible with the purpose for which it was
collected such as disclosures to the Bu-
reau of the Census, the General Ac-
counting Office, or to Congress.

(k) Secretary means the Secretary of
Health and Human Services, or his des-
ignee.

(1) Statistical record means a record
maintained for statistical research or
reporting purposes only and not main-
tained to make determinations about a
particular subject individual.

(m) Subject individual means that in-
dividual to whom a record pertains.

(n) System of records means any group
of records under the control of the De-
partment from which a record is re-
trieved by personal identifier such as
the name of the individual, number,
symbol or other unique retriever as-
signed to the individual. Single records
or groups of records which are not re-
trieved by a personal identifier are not
part of a system of records. Papers
maintained by individual employees of
the Department which are prepared,
maintained, or discarded at the discre-
tion of the employee and which are not
subject to the Federal Records Act, 44
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U.S.C. 2901, are not part of a system of
records; Provided, That such personal
papers are not used by the employee or
the Department to determine any
rights, benefits, or privileges of indi-
viduals.

§5b.2 Purpose and scope.

(a) This part implements section 3 of
the Privacy Act of 1974, 5 U.S.C. 552a
(hereinafter referred to as the Act), by
establishing agency policies and proce-
dures for the maintenance of records.
This part also establishes agency poli-
cies and procedures under which a sub-
ject individual may be given notifica-
tion of or access to a record pertaining
to him and policies and procedures
under which a subject individual may
have his record corrected or amended if
he believes that his record is not accu-
rate, timely, complete, or relevant or
necessary to accomplish a Department
function.

(b) All components of the Depart-
ment are governed by the provisions of
this part. Also governed by the provi-
sions of this part are:

(1) Certain non-Federal entities
which operate as agents of the Depart-
ment for purposes of carrying out Fed-
eral functions, such as intermediaries
and carriers performing functions
under contracts and agreements en-
tered into pursuant to sections 1816 and
1842 of the Social Security Act, 42
U.S.C. 1395h and 1395u.

(2) Advisory committees and councils
within the meaning of the Federal Ad-
visory Committee Act which provide
advice to (i) any official or component
of the Department or (ii) the President
and for which the Department has been
delegated responsibility for providing
services.

(c) Employees of the Department
governed by this part include all reg-
ular and special government employees
of the Department; members of the
Public Health Service Commissioned
Corps; experts and consultants whose
temporary (not in excess of 1 year) or
intermittent services have been pro-
cured by the Department by contract
pursuant to 3109 of Title 5, United
States Code; volunteers where accept-
ance of their services are authorized by
law; those individuals performing gra-
tuitous services as permitted under
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conditions prescribed by the Civil Serv-
ice Commission; and, participants in
work-study or training programs.

(d) Where other statutes mandate
procedures which are inconsistent with
the procedures set forth in this part,
components of the Department may
issue supplementary regulations con-
taining procedures necessary to comply
with such statutes. In addition, compo-
nents of the Department may supple-
ment by regulation the policies and
procedures set forth in this part to
meet particular needs of the programs
administered by such components.

(e) This part does not:

(1) Make available to a subject indi-
vidual records which are not retrieved
by that individual’s name or other per-
sonal identifier.

(2) Make available to the general
public records which are retrieved by a
subject individual’s name or other per-
sonal identifier or make available to
the general public records which would
otherwise not be available to the gen-
eral public under the Freedom of Infor-
mation Act, 5 U.S.C. 552, and Part 5 of
this title.

(3) Govern the maintenance or disclo-
sure of, notification of or access to,
records in the possession of the Depart-
ment which are subject to regulations
of another agency, such as personnel
records subject to the regulations of
the Civil Service Commission.

(4) Apply to grantees, including State
and local governments or subdivisions
thereof, administering federally funded
programs.

(5) Make available records compiled
by the Department in reasonable an-
ticipation of court litigation or formal
administrative proceedings. The avail-
ability of such records to the general
public or to any subject individual or
party to such litigation or proceedings
shall be governed by applicable con-
stitutional principles, rules of dis-
covery, and applicable regulations of
the Department and any of its compo-
nents.

§5b.3 Policy.

It is the policy of the Department to
protect the privacy of individuals to
the fullest extent possible while none-
theless permitting the exchange of
records required to fulfill the adminis-
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trative and program responsibilities of
the Department, and responsibilities of
the Department for disclosing records
which the general public is entitled to
have under the Freedom of Information
Act, 5 U.S.C. 552, and Part 5 of this
title.

§5b.4 Maintenance of records.

(a) No record will be maintained by
the Department unless:

(1) It is relevant and necessary to ac-
complish a Department function re-
quired to be accomplished by statute or
Executive Order;

(2) It is acquired to the greatest ex-
tent practicable from the subject indi-
vidual when maintenance of the record
may result in a determination about
the subject individual’s rights, benefits
or privileges under Federal programs;

(3) The individual providing the
record is informed of the authority for
providing the record (including wheth-
er the providing of the record is man-
datory or voluntary, the principal pur-
pose for maintaining the record, the
routine uses for the record, what effect
his refusal to provide the record may
have on him), and if the record is not
required by statute or Executive Order
to be provided by the individual, he
agrees to provide the record.

(b) No record will be maintained by
the Department which describes how
an individual exercises rights guaran-
teed by the First Amendment unless
expressly authorized (1) by statute, or
(2) by the subject individual, or (3) un-
less pertinent to and within the scope
of an authorized law enforcement ac-
tivity.

§5b.5 Notification of or access to
records.

(a) Times, places, and manner of re-
questing mnotification of or access to a
record. (1) Subject to the provisions
governing medical records in §5b.6 of
this part, any individual may request
notification of a record. He may at the
same time request access to any record
pertaining to him. An individual may
be accompanied by another individual
of his choice when he requests access
to a record in person; Provided, That he
affirmatively authorizes the presence
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of such other individual during any dis-
cussion of a record to which access is
requested.

(2) An individual making a request
for notification of or access to a record
shall address his request to the respon-
sible Department official and shall
verify his identity when required in ac-
cordance with paragraph (b)(2) of this
section. At the time the request is
made, the individual shall specify
which systems of records he wishes to
have searched and the records to which
he wishes to have access. He may also
request that copies be made of all or
any such records. An individual shall
also provide the responsible Depart-
ment official with sufficient particu-
lars to enable such official to distin-
guish between records on subject indi-
viduals with the same name. The nec-
essary particulars are set forth in the
notices of systems of records.

(3) An individual who makes a re-
quest in person may leave with any re-
sponsible Department official a request
for notification of or access to a record
under the control of another respon-
sible Department official; Provided,
That the request is addressed in writ-
ing to the appropriate responsible De-
partment official.

(b) Verification of identity—(1) When
required. Unless an individual, who is
making a request for notification of or
access to a record in person, is person-
ally known to the responsible Depart-
ment official, he shall be required to
verify his identity in accordance with
paragraph (b)(2) of this section if:

(i) He makes a request for notifica-
tion of a record and the responsible De-
partment official determines that the
mere disclosure of the existence of the
record would be a clearly unwarranted
invasion of privacy if disclosed to
someone other than the subject indi-
vidual; or,

(ii) He makes a request for access to
a record which is not required to be
disclosed to the general public under
the Freedom of Information Act, 5
U.S.C. 552, and Part 5 of this title.

(2) Manner of verifying identity. (i) An
individual who makes a request in per-
son shall provide to the responsible De-
partment official at least one piece of
tangible identification such as a driv-
er’s license, passport, alien or voter
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registration card, or union card to
verify his identity. If an individual
does not have identification papers to
verify his identity, he shall certify in
writing that he is the individual who
he claims to be and that he under-
stands that the knowing and willful re-
quest for or acquisition of a record per-
taining to an individual under false
pretenses is a criminal offense under
the Act subject to a $5,000 fine.

(ii) Except as provided in paragraph
(b)(2)(v) of this section, an individual
who does not make a request in person
shall submit a notarized request to the
responsible Department official to
verify his identity or shall certify in
his request that he is the individual
who he claims to be and that he under-
stands that the knowing and willful re-
quest for or acquisition of a record per-
taining to an individual under false
pretenses is a criminal offense under
the Act subject to a $5,000 fine.

(iii) An individual who makes a re-
quest on behalf of a minor or legal in-
competent as authorized under §5b.10
of this part shall verify his relationship
to the minor or legal incompetent, in
addition to verifying his own identity,
by providing a copy of the minor’s
birth certificate, a court order, or
other competent evidence of guardian-
ship to the responsible Department of-
ficial; except that, an individual is not
required to verify his relationship to
the minor or legal incompetent when
he is not required to verify his own
identity or when evidence of his rela-
tionship to the minor or legal incom-
petent has been previously given to the
responsible Department official.

(iv) An individual shall further verify
his identity if he is requesting notifica-
tion of or access to sensitive records
such as medical records. Any further
verification shall parallel the record to
which notification or access is being
sought. Such further verification may
include such particulars as the individ-
ual’s years of attendance at a par-
ticular educational institution, rank
attained in the uniformed services,
date or place of birth, names of par-
ents, an occupation or the specific
times the individual received medical
treatment.

(v) An individual who makes a re-
quest by telephone shall verify his
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identity by providing to the respon-
sible Department official identifying
particulars which parallel the record to
which notification or access is being
sought. If the responsible Department
official determines that the particulars
provided by telephone are insufficient,
the requester will be required to sub-
mit the request in writing or in person.
Telephone requests will not be accept-
ed where an individual is requesting
notification of or access to sensitive
records such as medical records.

(¢c) Granting notification of or access to
a record. (1) Subject to the provisions
governing medical records in §5b.6 of
this part and the provisions governing
exempt systems in §5b.11 of this part, a
responsible Department official, who
receives a request for notification of or
access to a record and, if required,
verification of an individual’s identity,
will review the request and grant noti-
fication or access to a record, if the in-
dividual requesting access to the
record is the subject individual.

(2) If the responsible Department of-
ficial determines that there will be a
delay in responding to a request be-
cause of the number of requests being
processed, a breakdown of equipment,
shortage of personnel, storage of
records in other locations, etc., he will
so inform the individual and indicate
when notification or access will be
granted.

(3) Prior to granting notification of
or access to a record, the responsible
Department official may at his discre-
tion require an individual making a re-
quest in person to reduce his request to
writing if the individual has not al-
ready done so at the time the request
is made.

§5b.6 Special procedures for notifica-
tion of or access to medical records.

(a) General. An individual in general
has a right to notification of or access
to his medical records, including psy-
chological records, as well as to other
records pertaining to him maintained
by the Department. This section sets
forth special procedures as permitted
by the Act for notification of or access
to medical records, including a special
procedure for notification of or access
to medical records of minors. The spe-
cial procedures set forth in paragraph
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(b) of this section may not be suitable
for use by every component of the De-
partment. Therefore, components may
follow the paragraph (b) procedure for
notification of or access to medical
records, or may issue regulations es-
tablishing special procedures for such
purposes. The special procedure set
forth in paragraph (c) of this section
relating to medical records of minors is
mandatory.

(b) Medical records procedures—(1) No-
tification of or access to medical records.
(i) Any individual may request notifi-
cation of or access to a medical record
pertaining to him. Unless the indi-
vidual is a parent or guardian request-
ing notification of or access to a mi-
nor’s medical record, an individual
shall make a request for a medical
record in accordance with this section
and the procedures in §5b.5 of this part.

(ii) An individual who requests notifi-
cation of or access to a medical record
shall, at the time the request is made,
designate a representative in writing.
The representative may be a physician,
other health professional, or other re-
sponsible individual, who would be
willing to review the record and inform
the subject individual of its contents at
the representative’s discretion.

(2) Utilization of the designated rep-
resentative. A subject individual will be
granted direct access to a medical
record if the responsible official deter-
mines that direct access is not likely
to have an adverse effect on the subject
individual. If the responsible Depart-
ment official believes that he is not
qualified to determine, or if he does de-
termine, that direct access to the sub-
ject individual is likely to have an ad-
verse effect on the subject individual,
the record will be sent to the des-
ignated representative. The subject in-
dividual will be informed in writing
that the record has been sent.

(c) Medical records of minors—(1) Re-
quests by minors; notification of or access
to medical records to minors. A minor
may request notification of or access
to a medical record pertaining to him
in accordance with paragraph (b) of
this section.

(2) Requests on a minor’s behalf; notifi-
cation of or access to medical records to
an individual on a minor’s behalf. (i) In
order to protect the privacy of a minor,
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a parent or guardian, authorized to act
on a minor’s behalf as provided in
§5b.10 of this part, who makes a re-
quest for notification of or access to a
minor’s medical record will not be
given direct notification of or access to
such record.

(ii) A parent or guardian shall make
all requests for notification of or ac-
cess to a minor’s medical record in ac-
cordance with this paragraph and the
procedures in §5b.5 of this part. A par-
ent or guardian shall at the time he
makes a request designate a family
physician or other health professional
(other than a family member) to whom
the record, if any, will be sent.

(iii) Where a medical record on the
minor exists, it will be sent to the phy-
sician or health professional des-
ignated by the parent or guardian in
all cases. If disclosure of the record
would constitute an invasion of the mi-
nor’s privacy, that fact will be brought
to the attention of the physician or
health professional to whom the record
is sent. The physician or health profes-
sional will be asked to consider the ef-
fect that disclosure of the record to the
parent or guardian would have on the
minor in determining whether the mi-
nor’s medical record should be made
available to the parent or guardian.
Response to the parent or guardian
making the request will be made in
substantially the following form:

We have completed processing your request

for notification of or access to

)

S

(Name of minor)

medical records. Please be informed that if
any medical record were found pertaining to
that individual, they have not been sent to
your designated physician or health profes-
sional.

In each case where a minor’s medical
record is sent to a physician or health
professional, reasonable efforts will be
made to so inform the minor.

§5b.7 Procedures for correction or
amendment of records.

(a) Any subject individual may re-
quest that his record be corrected or
amended if he believes that the record
is not accurate, timely, complete, or
relevant or necessary to accomplish a
Department function. A subject indi-
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vidual making a request to amend or
correct his record shall address his re-
quest to the responsible Department
official in writing; except that, the re-
quest need not be in writing if the sub-
ject individual makes his request in
person and the responsible Department
official corrects or amends the record
at that time. The subject individual
shall specify in each request:

(1) The system of records from which
the record is retrieved;

(2) The particular record which he is
seeking to correct or amend;

(3) Whether he is seeking an addition
to or a deletion or substitution of the
record; and,

(4) His reasons for requesting correc-
tion or amendment of the record.

(b) A request for correction or
amendment of a record will be ac-
knowledged within 10 working days of
its receipt unless the request can be
processed and the subject individual in-
formed of the responsible Department
official’s decision on the request within
that 10 day period.

(c) If the responsible Department of-
ficial agrees that the record is not ac-
curate, timely, or complete based on a
preponderance of the evidence, the
record will be corrected or amended.
The record will be deleted without re-
gard to its accuracy, if the record is
not relevant or necessary to accom-
plish the Department function for
which the record was provided or is
maintained. In either case, the subject
individual will be informed in writing
of the correction, amendment, or dele-
tion and, if accounting was made of
prior disclosures of the record, all pre-
vious recipients of the record will be
informed of the corrective action
taken.

(d) If the responsible Department of-
ficial does not agree that the record
should be corrected or amended, the
subject individual will be informed in
writing of the refusal to correct or
amend the record. He will also be in-
formed that he may appeal the refusal
to correct or amend his record to the
appropriate appeal authority listed in
§5b.8 of this part. The appropriate ap-
peal authority will be identified to the
subject individual by name, title, and
business address.
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(e) Requests to correct or amend a
record governed by the regulation of
another government agency, e.g., Civil
Service Commission, Federal Bureau of
Investigation, will be forwarded to
such government agency for processing
and the subject individual will be in-
formed in writing of the referral.

§5b.8 Appeals of refusals to correct or
amend records.

(a) Processing the appeal. (1) A subject
individual who disagrees with a refusal
to correct or amend his record may ap-
peal the refusal in writing. All appeals
shall be made to the following appeal
authorities, or their designees, or suc-
cessors in function:

(i) Assistant Secretary for Adminis-
tration and Management for records of
the Office of the Secretary, or where
the initial refusal to correct or amend
was made by another appeal authority.
The appeal authority for an initial re-
fusal by the Assistant Secretary for
Administration and Management is the
Under Secretary.

(ii) Assistant Secretary for Health
for records of the Public Health Serv-
ice including Office of Assistant Sec-
retary for Health; Health Resources
Administration; Health Services Ad-
ministration; Alcohol, Drug Abuse, and
Mental Health Administration; Center
for Disease Control; National Insti-
tutes of Health; and Food and Drug Ad-
ministration.

(iii) Assistant Secretary for Edu-
cation for records of the Office of the
Assistant Secretary for Education, Na-
tional Center for Education Statistics,
National Institute of Education, and
Office of Education.

(iv) Assistant Secretary for Human
Development for records of the Office
of Human Development.

(v) Commissioner of Social Security
for records of the Social Security Ad-
ministration.

(vi) Administrator, Social and Reha-
bilitation Service for the records of the
Social and Rehabilitation Service.

(2) An appeal will be completed with-
in 30 working days from its receipt by
the appeal authority; except that, the
appeal authority may for good cause
extend this period for an additional 30
days. Should the appeal period be ex-
tended, the subject individual appeal-
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ing the refusal to correct or amend the
record will be informed in writing of
the extension and the circumstances of
the delay. The subject individual’s re-
quest to amend or correct the record,
the responsible Department official’s
refusal to correct or amend, and any
other pertinent material relating to
the appeal will be reviewed. No hearing
will be held.

(3) If the appeal authority agrees
that the record subject to the appeal
should be corrected or amended, the
record will be amended and the subject
individual will be informed in writing
of the correction or amendment. Where
an accounting was made of prior disclo-
sures of the record, all previous recipi-
ents of the record will be informed of
the corrective action taken.

(4) If the appeal is denied, the subject
individual will be informed in writing:

(i) Of the denial and the reasons for
the denial;

(ii) That he has a right to seek judi-
cial review of the denial; and,

(iii) That he may submit to the re-
sponsible Department official a concise
statement of disagreement to be asso-
ciated with the disputed record and dis-
closed whenever the record is disclosed.

(b) Notation and disclosure of disputed
records. Whenever a subject individual
submits a statement of disagreement
to the responsible Department official
in accordance with paragraph (a)(4)(iii)
of this section, the record will be noted
to indicate that it is disputed. In any
subsequent disclosure, a copy of the
subject individual’s statement of dis-
agreement will be disclosed with the
record. If the responsible Department
official deems it appropriate, a concise
statement of the appeal authority’s
reasons for denying the subject individ-
ual’s appeal may also be disclosed with
the record. While the subject indi-
vidual will have access to this state-
ment of reasons, such statement will
not be subject to correction or amend-
ment. Where an accounting was made
of prior disclosures of the record, all
previous recipients of the record will
be provided a copy of the subject indi-
vidual’s statement of disagreement, as
well as the statement, if any, of the ap-
peal authority’s reasons for denying
the subject individual’s appeal.
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§5b.9 Disclosure of records.

(a) Consent to disclosure by a subject
individual. (1) Except as provided in
paragraph (b) of this section author-
izing disclosures of records without
consent, no disclosure of a record will
be made without the consent of the
subject individual. In each case the
consent, whether obtained from the
subject individual at the request of the
Department or whether provided to the
Department by the subject individual
on his own initiative, shall be in writ-
ing. The consent shall specify the indi-
vidual, organizational unit or class of
individuals or organizational units to
whom the record may be disclosed,
which record may be disclosed and,
where applicable, during which time
frame the record may be disclosed (e.g.,
during the school year, while the sub-
ject individual is out of the country,
whenever the subject individual is re-
ceiving specific services). A blanket
consent to disclose all of a subject indi-
vidual’s records to unspecified individ-
uals or organizational units will not be
honored. The subject individual’s iden-
tity and, where applicable (e.g., where a
subject individual gives consent to dis-
closure of a record to a specific indi-
vidual), the identity of the individual
to whom the record is to be disclosed
shall be verified.

(2) A parent or guardian of any minor
is not authorized to give consent to a
disclosure of the minor’s medical
record.

(b) Disclosures without the consent of
the subject individual. The disclosures
listed in this paragraph may be made
without the consent of the subject indi-
vidual. Such disclosures are:

(1) To those officers and employees of
the Department who have a need for
the record in the performance of their
duties. The responsible Department of-
ficial may upon request of any officer
or employee, or on his own initiative,
determine what constitutes legitimate
need.

(2) Required to be disclosed under the
Freedom of Information Act, 5 U.S.C.
5562, and Part 5 of this title.

(3) For a routine use as defined in
paragraph (j) of §5b.1 of this part. Rou-
tine uses will be listed in any notice of
a system of records. Routine uses pub-
lished in Appendix B are applicable to
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more than one system of records.
Where applicable, notices of systems of
records may contain references to the
routine uses listed in Appendix B. Ap-
pendix B will be published with any
compendium of notices of systems of
records.

(4) To the Bureau of the Census for
purposes of planning or carrying out a
census or survey or related activity
pursuant to the provisions of Title 13
U.S.C.

(5) To a recipient who has provided
the agency with advance written assur-
ance that the record will be used solely
as a statistical research or reporting
record; Provided, That, the record is
transferred in a form that does not
identify the subject individual.

(6) To the National Archives of the
United States as a record which has
sufficient historical or other value to
warrant its continued preservation by
the United States Government, or for
evaluation by the Administrator of
General Services or his designee to de-
termine whether the record has such
value.

(7) To another government agency or
to an instrumentality of any govern-
mental jurisdiction within or under the
control of the United States for a civil
or criminal law enforcement activity if
the activity is authorized by law, and if
the head of such government agency or
instrumentality has submitted a writ-
ten request to the Department speci-
fying the record desired and the law en-
forcement activity for which the record
is sought.

(8) To an individual pursuant to a
showing of compelling circumstances
affecting the health or safety of any in-
dividual if a notice of the disclosure is
transmitted to the last known address
of the subject individual.

(9) To either House of Congress, or to
the extent of matter within its juris-
diction, any committee or sub-
committee thereof, any joint com-
mittee of Congress or subcommittee of
any such joint committee.

(10) To the Comptroller General, or
any of his authorized representatives,
in the course of the performance of the
duties of the General Accounting Of-
fice.

(11) Pursuant to the order of a court
of competent jurisdiction.
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(c) Accounting of disclosures. (1) An ac-
counting of all disclosures of a record
will be made and maintained by the
Department for 5 years or for the life of
the record, whichever is longer; ercept
that, such an accounting will not be
made:

(i) For disclosures under paragraphs
(b) (1) and (2) of this section; and,

(ii) For disclosures made with the
written consent of the subject indi-
vidual.

(2) The accounting will include:

(i) The date, nature, and purpose of
each disclosure; and

(ii) The name and address of the per-
son or entity to whom the disclosure is
made.

(3) Any subject individual may re-
quest access to an accounting of disclo-
sures of a record. The subject indi-
vidual shall make a request for access
to an accounting in accordance with
the procedures in §5b.5 of this part. A
subject individual will be granted ac-
cess to an accounting of the disclosures
of a record in accordance with the pro-
cedures of this part which govern ac-
cess to the related record. Access to an
accounting of a disclosure of a record
made under paragraph (b)(7) of this sec-
tion may be granted at the discretion
of the responsible Department official.

§5b.10 Parents and guardians.

For the purpose of this part, a parent
or guardian of any minor or the legal
guardian or any individual who has
been declared incompetent due to phys-
ical or mental incapacity or age by a
court of competent jurisdiction is au-
thorized to act on behalf of an indi-
vidual or a subject individual. Except
as provided in paragraph (b)(2) of §5b.5,
of this part governing procedures for
verifying an individual’s identity, and
paragraph (c) (2) of §5b.6 of this part
governing special procedures for notifi-
cation of or access to a minor’s medical
records, an individual authorized to act
on behalf of a minor or legal incom-
petent will be viewed as if he were the
individual or subject individual.

§5b.11 Exempt systems.

(a) General policy. The Act permits
certain types of specific systems of
records to be exempt from some of its
requirements. It is the policy of the
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Department to exercise authority to
exempt systems of records only in com-
pelling cases.

(b) Specific systems of records exempted.
(1) Those systems of records listed in
paragraph (b)(2) of this section are ex-
empt from the following provisions of
the Act and this part:

(i) 5 U.S.C. 552a(c)(3) and paragraph
(c)(2) of §5b.9 of this part which require
a subject individual to be granted ac-
cess to an accounting of disclosures of
a record.

(i1) 5 U.S.C. b52a(d) (1) through (4) and
(f) and §§5b.6, 5b.7, and 5b.8 of this part
relating to notification of or access to
records and correction or amendment
of records.

(iii) 5 U.S.C. 552a(e)(4) (G) and (H)
which require inclusion of information
about Department procedures for noti-
fication, access, and correction or
amendment of records in the notice for
the systems of records.

(iv) 5 U.S.C. 552(e)(3) and paragraph
(a)(3) of §5b.4 of this part which require
that an individual asked to provide a
record to the Department be informed
of the authority for providing the
record (including whether the pro-
viding of the record is mandatory or
voluntary, the principal purposes for
maintaining the record, the routine
uses for the record, and what effect his
refusal to provide the record may have
on him), and if the record is not re-
quired by statute or Executive Order to
be provided by the individual, he agrees
to provide the record. This exemption
applies only to an investigatory record
compiled by the Department for crimi-
nal law enforcement purposes in a sys-
tem of records exempt under sub-
section (j)(2) of the Act to the extent
that these requirements would preju-
dice the conduct of the investigation.

(2) The following systems of records
are exempt from those provisions of
the Act and this part listed in para-
graph (b) (1) of this section.

(i) Pursuant to subsection (j)(2) of the
Act:

(A) The Saint Elizabeths Hospital’s
Court-Ordered Forensic Investigatory
Materials Files; and

(B) The Investigatory Material Com-
piled for Law Enforcement Purposes
System, HHS.
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(ii) Pursuant to subsection (k)(2) of
the Act:

(A) The General Criminal Investiga-
tion Files, HHS/SSA;

(B) The Criminal Investigations File,
HHS/SSA; and,

(C) The Program Integrity Case
Files, HHS/SSA.

(D) Civil and Administrative Inves-
tigative Files of the Inspector General,
HHS/OS/01G.

(E) Complaint Files and Log. HHS/
OS/OCR.

(F) Investigative materials compiled
for law enforcement purposes for the
Healthcare Integrity and Protection
Data Bank (HIPDB), of the Office of In-
spector General. (See §61.15 of this title
for access and correction rights under
the HIPDB by subjects of the Data
Bank.)

(G) Investigative materials compiled
for law enforcement purposes for the
Program Information Management
System, HHS/OS/OCR.

(iii) Pursuant to subsection (k)(4) of
the Act:

(A) The Health and Demographic
Surveys Conduct in Random Samples
of the U.S. Population;

(B) The Health Manpower Inventories
and Surveys;

(C) The Vital Statistics for Births,
Deaths, Fetal Deaths, Marriages and
Divorces Occurring in the U.S. during
Each Year; and,

(D) The Maryland Psychiatric Case
Register.

(E) The Health Resources Utilization
Statistics, DHHS/OASH/NCHS.

(F) National Medical Expenditure
Survey Records. HHS/OASH/NCHSR.

(iv) Pursuant to subsection (k)(5) of
the Act:

(A) The Investigatory Material Com-
piled for Security and Suitability Pur-
poses System, HHS; and,

(B) The Suitability for Employment
Records, HHS.

(v) Pursuant to subsections (j)(2),
(k)(2), and (k)(5) of the Act:

(A) The Clinical Investigatory
Records, HHS/FDA;

(B) The Regulated Industry Em-
ployee Enforcement Records, HHS/
FDA;

(C) The Employee Conduct Investiga-
tive Records, HHS/FDA; and,
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(D) The Service Contractor Employee
Investigative Records, HHS/FDA.

(vi) Pursuant to subsection (k)(6) of
the Act:

(A) The Personnel Research and
Merit Promotion Test Records, HHS/
SSA/OMA.

(vil) Pursuant to subsections (k)(2)
and (k)(b) of the Act:

(A) Public Health Service Records
Related to Investigations of Scientific
Misconduct, HHS/OASH/ORI.

(B) Administration: Investigative
Records, HHS/NIH/OM/OA/OMA.

(c) Notification of or access to records in
exempt systems of records. (1) Where a
system of records is exempt as provided
in paragraph (b) of this section, any in-
dividual may nonetheless request noti-
fication of or access to a record in that
system. An individual shall make re-
quests for notification of or access to a
record in an exempt system of records
in accordance with the procedures of
§§5b.5 and 5b.6 of this part.

(2) An individual will be granted noti-
fication of or access to a record in an
exempt system but only to the extent
such notification or access would not
reveal the identity of a source who fur-
nished the record to the Department
under an express promise, and prior to
September 27, 1975 an implied promise,
that his identity would be held in con-
fidence, if:

(i) The record is in a system of
records which is exempt under sub-
section (k)(2) of the Act and the indi-
vidual has been, as a result of the
maintenance of the record, denied a
right, privilege, or benefit to which he
would otherwise be eligible; or,

(ii) The record is in a system of
records which is exempt under sub-
section (k)(b) of the Act.

(3) If an individual is not granted no-
tification of or access to a record in a
system of records exempt under sub-
sections (k) (2) and (5) of the Act in ac-
cordance with this paragraph, he will
be informed that the identity of a con-
fidential source would be revealed if
notification of or access to the record
were granted to him.

(d) Discretionary actions by the respon-
sible Department official. Unless disclo-
sure of a record to the general public is
otherwise prohibited by law, the re-
sponsible Department official may in
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his discretion grant notification of or
access to a record in a system of
records which is exempt under para-
graph (b) of this section. Discretionary
notification of or access to a record in
accordance with this paragraph will
not be a precedent for discretionary no-
tification of or access to a similar or
related record and will not obligate the
responsible Department official to ex-
ercise his discretion to grant notifica-
tion of or access to any other record in
a system of records which is exempt
under paragraph (b) of this section.

[40 FR 47409, Oct. 8, 1975, as amended at 43 FR
40229, Sept. 11, 1978; 47 FR 57040, Dec. 22, 1982;
49 FR 14108, Apr. 10, 1984; 51 FR 41352, Nov. 14,
1986; 59 FR 36717, July 19, 1994; 65 FR 34988,
June 1, 2000; 656 FR 37289, June 14, 2000; 68 FR
621751, Nov. 6, 2003]

EFFECTIVE DATE NOTE: At 73 FR 55775,
Sept. 26, 2008, §5b.11 was amended by adding
paragraphs (b)(2)({i)(H), (I), (J), and (K), ef-
fective Oct. 27, 2008. For the convenience of
the user, the added text is set forth as fol-
lows:

§5b.11 Exempt Systems

* * *

(b) * * *
(2) * * *
(i) * * *
(H) Investigative materials compiled for

law enforcement purposes from the CMS

Fraud Investigation Database (FID), HHS/

CMS.

(I) Investigative materials compiled for
law enforcement purposes from the Auto-
mated Survey Processing Environment
(ASPEN) Complaints/ Incidents Tracking
System (ACTS), HHS/CMS.

(J) Investigative materials compiled for
law enforcement purposes from the Health
Insurance Portability and Accountability
Act (HIPAA) Information Tracking System
(HITS), HHS/CMS.

(K) Investigative materials compiled for
law enforcement purposes from the Organ
Procurement Organizations System (OPOS),
HHS/CMS.

*

* *

§5b.12

(a) All contracts entered into on or
after September 27, 1975 which require
a contractor to maintain or on behalf
of the Department to maintain, a sys-
tem of records to accomplish a Depart-
ment function must contain a provi-

Contractors.
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sion requiring the contractor to com-
ply with the Act and this part.

(b) All unexpired contracts entered
into prior to September 27, 1975 which
require the contractor to maintain or
on behalf of the Department to main-
tain, a system of records to accomplish
a Department function will be amended
as soon as practicable to include a pro-
vision requiring the contractor to com-
ply with the Act and this part. All such
contracts must be so amended by July
1, 1976 unless for good cause the appeal
authority identified in §5b.8 of this
part authorizes the continuation of the
contract without amendment beyond
that date.

(c) A contractor and any employee of
such contractor shall be considered em-
ployees of the Department only for the
purposes of the criminal penalties of
the Act, 5 U.S.C. 552a(i), and the em-
ployee standards of conduct listed in
Appendix A of this part where the con-
tract contains a provision requiring
the contractor to comply with the Act
and this part.

(d) This section does not apply to
systems of records maintained by a
contractor as a result of his manage-
ment discretion, e.g., the contractor’s
personnel records.

§5b.13 Fees.

(a) Policy. Where applicable, fees for
copying records will be charged in ac-
cordance with the schedule set forth in
this section. Fees may only be charged
where an individual requests that a
copy be made of the record to which he
is granted access. No fee may be
charged for making a search of the sys-
tem of records whether the search is
manual, mechanical, or electronic.
Where a copy of the record must be
made in order to provide access to the
record (e.g., computer printout where
no screen reading is available), the
copy will be made available to the indi-
vidual without cost. Where a medical
record is made available to a represent-
ative designated by the individual or to
a physician or health professional des-
ignated by a parent or guardian under
§56b.6 of this part, no fee will be
charged.

(b) Fee schedule. The fee schedule for
the Department is as follows:
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(1) Copying of records susceptible to
photocopying—$.10 per page.

(2) Copying records not susceptible to
photocopying (e.g., punch cards or mag-
netic tapes)—at actual cost to be deter-
mined on a case-by-case basis.

(3) No charge will be made if the
total amount of copying does not ex-
ceed $25.

APPENDIX A TO PART 5b—EMPLOYEE
STANDARDS OF CONDUCT

(a) General. All employees are required to
be aware of their responsibilities under the
Privacy Act of 1974, 5 U.S.C. 552a. Regula-
tions implementing the Act are set forth in
45 CFR 5b. Instruction on the requirements
of the Act and regulation shall be provided
to all new employees of the Department. In
addition, supervisors shall be responsible for
assuring that employees who are working
with systems of records or who undertake
new duties which require the use of systems
of records are informed of their responsibil-
ities. Supervisors shall also be responsible
for assuring that all employees who work
with such systems of records are periodically
reminded of the requirements of the Act and
are advised of any new provisions or inter-
pretations of the Act.

(b) Penalties. (1) All employees must guard
against improper disclosure f records which
are governed by the Act. Because of the seri-
ous consequences of improper invasions of
personal privacy, employees may be subject
to disciplinary action and criminal prosecu-
tion for knowing and willful violations of the
Act and regulation. In addition, employees
may also be subject to disciplinary action for
unknowing or unwillful violations, where the
employee had notice of the provisions of the
Act and regulations and failed to inform
himself sufficiently or to conduct himself in
accordance with the requirements to avoid
violations.

(2) The Department may be subjected to
civil liability for the following actions un-
dertaken by its employees:

(a) Making a determination under the Act
and §§5b.7 and 5b.8 of the regulation not to
amend an individual’s record in accordance
with his request, or failing to make such re-
view in conformity with those provisions;

(b) Refusing to comply with an individual’s
request for notification of or access to a
record pertaining to hiem;

(c) Failing to maintain any record per-
taining to any individual with such accu-
racy, relevance, timeliness, and complete-
ness as is necessary to assure fairness in any
determination relating to the qualifications,
character, rights, or opportunities of, or ben-
efits to the individual that may be made on
the basis of such a record, and consequently
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a determination is made which is adverse to
the individual; or

(d) Failing to comply with any other provi-
sion of the Act or any rule promulgated
thereunder, in such a way as to have an ad-
verse effect on an individual.

(3) An employee may be personally subject
to criminal liability as set forth below and in
5 U.S.C. b52a (i):

(a) Any officer or employee of an agency,
who by virtue of his employment or official
position, has possession of, or access to,
agency records which contain individually
identifiable information the disclosure of
which is prohibited by the Act or by rules or
regulations established thereunder, and who,
knowing that disclosure of the specific mate-
rial is so prohibited, willfully discloses the
material in any manner to any person or
agency not entitled to receive it, shall be
guilty of a misdemeanor and fined not more
than $5,000.

(b) Any officer or employee of any agency
who willfully maintains a system of records
without meeting the notice requirements [of
the Act] shall be guilty of a misdemeanor
and fined not more than $5,000.

(c) Rules Governing Employees Not Working
With Systems of Records. Employees whose du-
ties do not involve working with systems of
records will not generally disclose to any
one, without specific authorization from
their supervisors, records pertaining to em-
ployees or other individuals which by reason
of their official duties are available to them.
Notwithstanding the above, the following
records concerning Federal employees are a
matter of public record and no further au-
thorization is necessary for disclosure:

(1) Name and title of individual.

(2) Grade classification or equivalent and
annual rate of salary.

(3) Position description.

(4) Location of duty station, including
room number and telephone number.

In addition, employees shall disclose
records which are listed in the Department’s
Freedom of Information Regulation as being
available to the public. Requests for other
records will be referred to the responsible
Department official. This does not preclude
employees from discussing matters which
are known to them personally, and without
resort to a record, to official investigators of
Federal agencies for official purposes such as
suitability checks, Equal Employment Op-
portunity investigations, adverse action pro-
ceedings, grievance proceedings, etc.

(d) Rules governing employees whose duties
require use or reference to systems of records.
Employees whose official duties require that
they refer to, maintain, service, or otherwise
deal with systems of records (hereinafter re-
ferred to as ‘‘Systems Employees’’) are gov-
erned by the general provisions. In addition,
extra precautions are required and systems



Pt. 5b, App. B

employees are held to higher standards of
conduct.

(1) Systems Employees shall:

(a) Be informed with respect to their re-
sponsibilities under the Act;

(b) Be alert to possible misuses of the sys-
tem and report to their supervisors any po-
tential or actual use of the system which
they believe is not in compliance with the
Act and regulation;

(c) Make a disclosure of records within the
Department only to an employee who has a
legitimate need to know the record in the
course of his official duties;

(d) Maintain records as accurately as prac-
ticable.

(e) Consult with a supervisor prior to tak-
ing any action where they are in doubt
whether such action is in conformance with
the Act and regulation.

(2) Systems Employees shall not:

(a) Disclose in any form records from a sys-
tem of records except (1) with the consent or
at the request of the subject individual; or
(2) where its disclosure is permitted under
§5b.9 of the regulation.

(b) Permit unauthorized individuals to be
present in controlled areas. Any unauthor-
ized individuals observed in controlled areas
shall be reported to a supervisor or to the
guard force.

(c) Knowingly or willfully take action
which might subject the Department to civil
liability.

(d) Make any arrangements for the design
development, or operation of any system of
records without making reasonable effort to
provide that the system can be maintained
in accordance with the Act and regulation.

(e) Contracting officers. In addition to any
applicable provisions set forth above, those
employees whose official duties involve en-
tering into contracts on behalf of the De-
partment shall also be governed by the fol-
lowing provisions:

(1) Contracts for design, or development of
systems and equipment. No contract for the
design or development of a system of
records, or for equipment to store, service or
maintain a system of records shall be en-
tered into unless the contracting officer has
made reasonable effort to ensure that the
product to be purchased is capable of being
used without violation of the Act or regula-
tion. Special attention shall be given to pro-
vision of physical safeguards.

(2) Contracts for the operation of systems of
records. A review by the Contracting Officer,
in conjunction with other officials whom he
feels appropriate, of all proposed contracts
providing for the operation of systems of
records shall be made prior to execution of
the contracts to determine whether oper-
ation of the system of records is for the pur-
pose of accomplishing a Department func-
tion. If a determination is made that the op-
eration of the system is to accomplish a De-
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partment function, the contracting officer
shall be responsible for including in the con-
tract appropriate provisions to apply the
provisions of the Act and regulation to the
system, including prohibitions against im-
proper release by the contractor, his employ-
ees, agents, or subcontractors.

(3) Other service contracts. Contracting offi-
cers entering into general service contracts
shall be responsible for determining the ap-
propriateness of including provisions in the
contract to prevent potential misuse (inad-
vertent or otherwise) by employees, agents,
or subcontractors of the contractor.

(f) Rules Governing Responsible Department
Officials. In addition to the requirements for
Systems Employees, responsible Department
officials shall:

(1) Respond to all requests for notification
of or access, disclosure, or amendment of
records in a timely fashion in accordance
with the Act and regulation;

(2) Make any amendment of records accu-
rately and in a timely fashion;

(3) Inform all persons whom the accounting
records show have received copies of the
record prior to the amendments of the cor-
rection; and

(4) Associate any statement of disagree-
ment with the disputed record, and

(a) Transmit a copy of the statement to all
persons whom the accounting records show
have received a copy of the disputed record,
and

(b) Transmit that statement with any fu-
ture disclosure.

APPENDIX B TO PART 5b—ROUTINE USES
APPLICABLE TO MORE THAN ONE
SYSTEM OF RECORDS MAINTAINED BY
HHS

(1) In the event that a system of records
maintained by this agency or carry out its
functions indicates a violation or potential
violation of law, whether civil, criminal or
regulatory in nature, and whether arising by
general statute or particular program stat-
ute, or by regulation, rule or order issued
pursuant thereto, the relevant records in the
system of records may be referred, as a rou-
tine use, to the appropriate agency, whether
federal, or foreign, charged with the respon-
sibility of investigating or prosecuting such
violation or charged with enforcing or imple-
menting the statute, or rule, regulation or
order issued pursuant thereto.

(2) Referrals may be made of assignments
of research investigators and project mon-
itors to specific research projects to the
Smithsonian Institution to contribute to the
Smithsonian Science Information Exchange,
Inc.

(3) In the event the Department deems it
desirable or necessary, in determining
whether particular records are required to be
disclosed under the Freedom of Information
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Act, disclosure may be made to the Depart-
ment of Justice for the purpose of obtaining
its advice.

(4) A record from this system of records
may be disclosed as a ‘‘routine use’’ to a fed-
eral, state or local agency maintaining civil,
criminal or other relevant enforcement
records or other pertinent records, such as
current licenses, if necessary to obtain a
record relevant to an agency decision con-
cerning the hiring or retention of an em-
ployee, the issuance of a security clearance,
the letting of a contract, or the issuance of
a license, grant or other benefit.

A record from this system of records may
be disclosed to a Federal agency, in response
to its request, in connection with the hiring
or retention of an employee, the issuance of
a security clearance, the reporting of an in-
vestigation of an employee, the letting of a
contract, or the issuance of a license, grant,
or other benefit by the requesting agency, to
the extent that the record is relevant and
necessary to the requesting agency’s deci-
sion on the matter.

(5) In the event that a system of records
maintained by this agency to carry out its
function indicates a violation or potential
violation of law, whether civil, criminal or
regulatory in nature, and whether arising by
general statute or particular program stat-
ute, or by regulation, rule or order issued
pursuant thereto, the relevant records in the
system of records may be referred, as a rou-
tine use, to the appropriate agency, whether
state or local charged with the responsibility
of investigating or prosecuting such viola-
tion or charged with enforcing or imple-
menting the statute, or rule, regulation or
order issued pursuant thereto.

(6) Where Federal agencies having the
power to subpoena other Federal agencies’
records, such as the Internal Revenue Serv-
ice or the Civil Rights Commission, issue a
subpoena to the Department for records in
this system of records, the Department will
make such records available.

(7) Where a contract between a component
of the Department and a labor organization
recognized under E.O. 11491 provides that the
agency will disclose personal records rel-
evant to the organization’s mission, records
in this system of records may be disclosed to
such organization.

(8) Where the appropriate official of the
Department, pursuant to the Department’s
Freedom of Information Regulation deter-
mines that it is in the public interest to dis-
close a record which is otherwise exempt
from mandatory disclosure, disclosure may
be made from this system of records.

(9) The Department contemplates that it
will contract with a private firm for the pur-
pose of collating, analyzing, aggregating or
otherwise refining records in this system.
Relevant records will be disclosed to such a
contractor. The contractor shall be required
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to maintain Privacy Act safeguards with re-
spect to such records.

(10)-(99) [Reserved]

(100) To the Department of Justice or other
appropriate Federal agencies in defending
claims against the United States when the
claim is based upon an individual’s mental or
physical condition and is alleged to have
arisen because of activities of the Public
Health Service in connection with such indi-
vidual.

(101) To individuals and organizations,
deemed qualified by the Secretary to carry
out specific research solely for the purpose of
carrying out such research.

(102) To organizations deemed qualified by
the Secretary to carry out quality assess-
ment, medical audits or utilization review.

(103) Disclosures in the course of employee
discipline or competence determination pro-
ceedings.

APPENDIX C TO PART 5b—DELEGATIONS
OF AUTHORITY [RESERVED]

PART 6 [RESERVED]
PART 7—EMPLOYEE INVENTIONS

Sec.
7.0
7.1
7.3
7.4

Who are employees.

Duty of employee to report inventions.
Determination as to domestic rights.
Option to acquire foreign rights.

7.7 Notice to employee of determination.
7.8 Employee’s right of appeal.

AUTHORITY: Reorg. Plan No. 1 of 1953, 18 FR
2053; 3 CFR 1953 Supp. E.O. 10096, 15 FR 391;
3 CFR. 1950 Supp. and E.O. 10930, 26 FR 2583;
3 CFR 1961 Supp.

§7.0 Who are employees.

As used in this part, the term Govern-
ment employee means any officer or em-
ployee, civilian or military, except
such part-time employees or part-time
consultants as may be excluded there-
from by a determination made in writ-
ing by the head of the employee’s office
or constituent organization, pursuant
to an exemption approved by the Com-
missioner of Patents that to include
him or them would be impracticable or
inequitable, given the reasons therefor.
A person shall not be considered to be
a part-time employee or part-time con-
sultant for this purpose unless the
terms of his employment contemplate
that he shall work for less than the
minimum number of hours per day, or
less than a minimum number of days
per week, or less than the minimum
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number of weeks per year, regularly re-
quired of full-time employees of his
class.

[27 FR 7986, Aug. 10, 1962]

§7.1 Duty of employee to report inven-
tions.

Every Department employee is re-
quired to report to the Assistant Sec-
retary (Health and Scientific Affairs)
in accordance with the procedures es-
tablished therefor, every invention
made by him (whether or not jointly
with others) which bears any relation
to his official duties or which was made
in whole or in any part during working
hours, or with any contribution of Gov-
ernment facilities, equipment, mate-
rial, funds, or information, or of time
or services of other Government em-
ployees on official duty.

[31 FR 12842, Oct. 1, 1966]

§7.3 Determination as to domestic

rights.

The determination of the ownership
of the domestic right, title, and inter-
est in and to an invention which is or
may be patentable, made by a Govern-
ment employee while under the admin-
istrative jurisdiction of the Depart-
ment, shall be made in writing by the
Assistant Secretary (Health and Sci-
entific Affairs), in accordance with the
provisions of Executive Order 10096 and
Government-wide regulations issued
thereunder by the Commissioner of
Patents as follows:

(a) The Government as represented
by the Assistant Secretary (Health and
Scientific Affairs) shall obtain the en-
tire domestic right, title and interest
in and to all inventions made by any
Government employee (1) during work-
ing hours, or (2) with a contribution by
the Government of facilities, equip-
ment, materials, funds, or information,
or of time or services of other Govern-
ment employees on official duty, or (3)
which bear a direct relation to or are
made in consequence of the official du-
ties of the inventor.

(b) In any case where the contribu-
tion of the Government, as measured
by any one or more of the criteria set
forth in paragraph (a) of this section,
to the invention is insufficient equi-
tably to justify a requirement of as-
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signment to the Government of the en-
tire domestic right, title and interest
in and to such invention, or in any case
where the Government has insufficient
interest in an invention to obtain the
entire domestic right, title, and inter-
est therein (although the Government
could obtain same under paragraph (a)
of this section), the Department, sub-
ject to the approval of the Commis-
sioner, shall leave title to such inven-
tion in the employee, subject, however,
to the reservation to the Government
of a nonexclusive, irrevocable, royalty-
free license in the invention with
power to grant licenses for all govern-
mental purposes, such reservation to
appear, where practicable, in any pat-
ent, domestic or foreign, which may
issue on such invention.

(c) In applying the provisions of para-
graphs (a) and (b) of this section, to the
facts and circumstances relating to the
making of any particular invention, it
shall be presumed that an invention
made by an employee who is employed
or assigned (1) to invent or improve or
perfect any art, machine, manufacture,
or composition of matter, (2) to con-
duct or perform research, development
work, or both, (3) to supervise, direct,
coordinate, or review Government fi-
nanced or conducted research, develop-
ment work, or both, or (4) to act in a li-
aison capacity among governmental or
nongovernmental agencies or individ-
uals engaged in such work, falls within
the provisions of paragraph (a) of this
section, and it shall be presumed that
any invention made by any other em-
ployee falls within the provisions of
paragraph (b) of this section. Either
presumption may be rebutted by a
showing of the facts and circumstances
and shall not preclude a determination
that these facts and circumstances jus-
tify leaving the entire right, title and
interest in and to the invention in the
Government employee, subject to law.

(d) In any case wherein the Govern-
ment neither (1) obtains the entire do-
mestic right, title and interest in and
to an invention pursuant to the provi-
sions of paragraph (a) of this section,
nor (2) reserves a nonexclusive, irrev-
ocable, royalty-free license in the in-
vention, with power to grant licenses
for all governmental purposes, pursu-
ant to the provisions of paragraph (b)
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of this section, the Government shall
leave the entire right, title and inter-
est in and to the invention in the Gov-
ernment employee, subject to law.

[27 FR 7986, Aug. 10, 1962, as amended at 31
FR 12842, Nov. 1, 1966]

§7.4 Option to acquire foreign rights.

In any case where it is determined
that all domestic rights should be as-
signed to the Government, it shall fur-
ther be determined, pursuant to Execu-
tive Order 98656 and Government-wide
regulations issued thereunder, that the
Government shall reserve an option to
require the assignment of such rights
in all or in any specified foreign coun-
tries. In case where the inventor is not
required to assign the patent rights in
any foreign country or countries to the
Government or the Government fails to
exercise its option within such period
of time as may be provided by regula-
tions issued by the Commissioner of
Patents, any application for a patent
which may be filed in such country or
countries by the inventor or his as-
signee shall nevertheless be subject to
a nonexclusive, irrevocable, royalty-
free license to the Government for all
governmental purposes, including the
power to issue sublicenses for use in be-
half of the Government and/or in fur-
therance of the foreign policies of the
Government.

[27 FR 7987, Aug. 10, 1962]

§7.7 Notice to employee of determina-
tion.

The employee-inventor shall be noti-
fied in writing of the Department’s de-
termination of the rights to his inven-
tion and of his right of appeal, if any.
Notice need not be given if the em-
ployee stated in writing that he would
agree to the determination of owner-
ship which was in fact made.

[31 FR 12842, Oct. 1, 1966]

§7.8 Employee’s right of appeal.

An employee who is aggrieved by a
determination of the Department may
appeal to the Commissioner of Patents,
pursuant to section 4(d) of Executive
Order 10096, as amended by Executive
Order 10930, and regulations issued
thereunder, by filing a written appeal
with the Commissioner, in duplicate,
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and a copy of the appeal with the As-
sistant Secretary (Health and Sci-
entific Affairs), within 30 days (or such
longer period as the Commissioner
may, for good cause, fix in any case)
after receiving written notice of such
determination.

[27 FR 7986, Aug. 10, 1962, as amended at 31
FR 12842, Oct. 1, 1966]

PART 8 [RESERVED]

PART 9—USE OF HHS RESEARCH
FACILITIES BY ACADEMIC SCI-
ENTISTS, ENGINEERS, AND STU-
DENTS

Purpose.

Policy.

Delegations of authority.
Criteria.

Restrictions.

AUTHORITY: 27 Stat. 395, as amended; 20
U.S.C. 91.

SOURCE: 34 FR 18938, Nov. 27, 1969, unless
otherwise noted.

§9.1 Purpose.

To enhance the availability of DHHS
scientific research and study facilities
to academic scientists, engineers, and
qualified students.

§9.2 Policy.

It is the policy of the Department of
Health and Human Services in accord-
ance with the policy of the President
announced on February 21, 1969, to
make research and study facilities of
the Department readily available to
the scientific community, especially
qualified academic scientists and engi-
neers. Unique, unusual, and expensive-
to-duplicate facilities at laboratories
and other study and research facilities
of the Department will be made avail-
able to the national scientific commu-
nity, to the maximum extent practical
without serious detriment to the mis-
sions of those facilities. It is also the
policy of the Department to permit
qualified students and graduates of in-
stitutions of learning in the several
States, and territories, as well as the
District of Columbia, to use study and
research facilities of the Department.
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When such facilities are used by aca-
demic scientists, engineers, and stu-
dents, the costs incurred for the oper-
ation of the unique or unusual research
facilities, as well as of the other facili-
ties, should be funded by the operating
agency responsible for the operation of
that facility, except for any significant
incremental costs incurred in support
of research not directly related to an
HHS mission.

§9.3 Delegations of authority.

(a) The heads of operating agencies
are delegated authority for negotia-
tions and decisions as to the use of De-
partment facilities by qualified aca-
demic scientists, engineers, and stu-
dents.

(b) The heads of operating agencies
may (and are encouraged to) redelegate
to the heads of their respective compo-
nent organizations, with the power to
further redelegate to laboratory direc-
tors, the authority for negotiations
and decisions as to the use of depart-
mental facilities. Appropriate use shall
be made of advisory groups in formu-
lating their decisions.

§9.4 Criteria.

(a) The official permitting use of De-
partment facilities must determine
that it would be consistent with the
programs of his activity to participate.
Facilities may be made available pro-
vided the use of such facilities will be
of direct benefit to the objectives of
the academic scientist, or engineer, or
student, with the prospect of fruitful
interchange of ideas and information
between Department personnel and the
academic scientist, or engineer, or stu-
dent, and such use will not interfere
with the Department program.

(b) The official permitting use of De-
partment facilities will furnish the
non-Government user with safety re-
quirements or operating procedures to
be followed. Such requirements or pro-
cedures are to include the requirement
to report to the permitting official any
accident involving the non-Govern-
ment user.

(c) The official delegated authority
for approving the use of Department fa-
cilities will not permit the use of lab-
oratory facilities unless he determines:
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(1) That facilities are available for
the period desired; and

(2) That the proposed research will
not interfere with regular Department
functions or needs, nor require the sub-
sequent acquisition of additional
equipment by the Department.

§9.5 Restrictions.

(a) Each individual authorized to use
Department facilities will be expected
to use the facilities and equipment
with customary care and otherwise
conduct himself in such manner as to
complete his research or study within
any time limits prescribed.

(b) Each individual authorized to use
HHS facilities may not be authorized
to sign requisitions for supplies and
equipment.

(c) Any official approving the use of
HHS facilities should seek an agree-
ment, executed by non-Government
users, absolving the Federal agency of
liability in case of personal injury,
death, and failure or damage to the
non-Government user’s experiments or
equipment. The agreement must also
contain a statement that the non-Gov-
ernment user will comply with all safe-
ty regulations and procedures while
using such facilities.

PART 12—DISPOSAL AND UTILIZA-
TION OF SURPLUS REAL PROPERTY
FOR PUBLIC HEALTH PURPOSES

Sec.
12.1
12.2
12.3
12.4
12.5
12.6
12.7

Definitions.

Scope.

General policies.

Limitations.

Awards.

Notice of available property.

Applications for surplus real property.

12.8 Assignment of surplus real property.

12.9 General disposal terms and conditions.

12.10 Compliance with the National Envi-
ronmental Policy Act of 1969 and other
related Acts (environmental impact).

12.11 Special terms and conditions.

12.12 Utilization.

12.13 Form of conveyance.

12.14 Compliance inspections and reports.

12.15 Reports to Congress.

EXHIBIT A TO PART 12—PUBLIC BENEFIT AL-

LOWANCE FOR TRANSFER OF REAL PROP-

ERTY FOR HEALTH PURPOSES

AUTHORITY: Sec. 203, 63 Stat. 385, as amend-
ed; 40 U.S.C. 484; sec. 501 of Pub. L. 100-77, 101
Stat. 509-10, 42 U.S.C. 11411.
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SOURCE: 45 FR 72173, Oct. 31, 1980, unless
otherwise noted.

§12.1 Definitions.

(a) Act means the Federal Property
and Administrative Services Act of
1949, 63 Stat. 377 (40 U.S.C. 471 et seq.).
Terms defined in the Act and not de-
fined in this section have the meanings
given to them in the Act.

(b) Accredited means having the ap-
proval of a recognized accreditation
board or association on a regional,
State, or national level, such as a
State Board of Health. Approval as used
above describes the formal process car-
ried out by State Agencies and institu-
tions in determining that health orga-
nizations or programs meet minimum
acceptance standards.

(c) Administrator means the Adminis-
trator of General Services.

(d) Assigned property means real and
related personal property which, in the
discretion of the Administrator or his
designee, has been made available to
the Department for transfer for public
health purposes.

(e) Department means the U.S. De-
partment of Health and Human Serv-
ices.

(f) Disposal agency means the execu-
tive agency of the Government which
has authority to assign property to the
Department for transfer for public
health purposes.

(g) Excess means any property under
the control of any Federal agency
which is not required for its needs and
the discharge of its responsibilities, as
determined by the head thereof.

(h) Fair market value means the high-
est price which the property will bring
by sale in the open market by a willing
seller to a willing buyer.

(1) Holding agency means the Federal
agency which has control over and ac-
countability for the property involved.

(j) Nonprofit institution means any in-
stitution, organization, or association,
whether incorporated or unincor-
porated, no part of the net earnings of
which inures or may lawfully inure to
the benefit of any private shareholder
or individual, and (except for institu-
tions which lease property to assist the
homeless under Title V of Pub. L. 100-
77) which has been held to be tax-ex-
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empt under section 501(c)(3) of the In-
ternal Revenue Code of 1954.

(k) Off-site property means surplus
buildings, utilities and all other re-
movable improvements, including re-
lated personal property, to be trans-
ferred by the Department for removal
and use away from the site for public
health purposes.

(1) On-site means surplus real prop-
erty, including related personal prop-
erty, to be transferred by the Depart-
ment for use in place for public health
purposes.

(m) Public benefit allowance means a
discount on the sale or lease price of
real property transferred for public
health purposes, representing any ben-
efit determined by the Secretary which
has accrued or may accrue to the
United States thereby.

(n) Related personal property means
any personal property: (1) Which is lo-
cated on and is (i) an integral part of,
or (ii) useful in the operation of real
property; or (2) which is determined by
the Administrator to be otherwise re-
lated to the real property.

(o) Secretary means the Secretary of
Health and Human Services.

(p) State means a State of the United
States, and includes the District of Co-
lumbia, the Commonwealth of Puerto
Rico, and the Territories and posses-
sions of the United States.

(a) Surplus when used with respect to
real property means any excess real
property not required for the needs and
the discharge of the responsibilities of
all Federal agencies as determined by
the Administrator.

[46 FR 72173, Oct. 31, 1980, as amended at 53
FR 7745, Mar. 10, 1988]

§12.2 Scope.

This part is applicable to surplus real
property located within any State
which is appropriate for assignment to,
or which has been assigned to, the De-
partment for transfer for public health
purposes, as provided for in section
203(k) of the Act.

§12.3 General policies.

(a) It is the policy of the Department
to foster and assure maximum utiliza-
tion of surplus real property for public
health purposes, including research.
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(b) Transfers may be made only to
States, their political subdivisions and
instrumentalities, tax-supported public
health institutions, and nonprofit pub-
lic health institutions which (except
for institutions which lease property to
assist the homeless under Title V of
Pub. L. 100-77) have been held tax-ex-
empt under section 501(c)(3) of the In-
ternal Revenue Code of 1954.

(c) Real property will be requested
for assignment only when the Depart-
ment has determined that the property
is suitable and needed for public health
purposes. The amount of real and re-
lated personal property to be trans-
ferred shall not exceed normal oper-
ating requirements of the applicant.
Such property will not be requested for
assignment unless it is needed at the
time of application for public health
purposes or will be so needed within
the immediate or foreseeable future.
Where construction or major renova-
tion is not required or proposed, the
property must be placed into use with-
in twelve (12) months from the date of
transfer. When construction or major
renovation is contemplated at the time
of transfer, the property must be
placed in use within 36 months from
the date of transfer. If the applicable
time limitation is not met, the trans-
feree shall either commence payments
in cash to the Department for each
month thereafter during which the pro-
posed use has not been implemented or
take such other action as set forth in
§12.12 as is deemed appropriate by the
Department. Such monthly payments
shall be computed on the basis of the
current fair market value of the prop-
erty at the time of the first payment
by subtracting therefrom any portion
of the purchase price paid in cash at
the time of transfer, and by dividing
the balance by the total number of
months in the period of restriction. If
the facility has not been placed into
use within eight (8) years of the date of
the deed, title to the property will be
revested in the United States, or, at
the discretion of the Department, the
restrictions and conditions may be ab-
rogated in accordance with §12.9.

(d) Transfers will be made only after
the applicant has certified that the
proposed program is not in conflict
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with State or local zoning restrictions,
building codes, or similar limitations.

(e) Organizations which may be eligi-
ble include those which provide care
and training for the physically and
mentally ill, including medical care of
the aged and infirm; clinical services;
services (including shelter) to homeless
individuals; other public health serv-
ices (including water and sewer); or
similar services devoted primarily to
the promotion and protection of public
health. In addition, organizations
which provide assistance to homeless
individuals may be eligible for leases
under title V of Public Law 100-77. Ex-
cept for the provision of services (in-
cluding shelter) to homeless individ-
uals, organizations which have as their
principal purpose the providing of cus-
todial or domiciliary care are not eligi-
ble. The eligible organization must be
authorized to carry out the activity for
which it requests the property.

(f) An applicant’s plan of operation
will not be approved unless it provides
that the applicant will not discrimi-
nate because of race, color, sex, handi-
cap, or national origin in the use of the
property.

[45 FR 72173, Oct. 31, 1980, as amended at 53
FR 7745, Mar. 10, 1988; 55 FR 32252, Aug. 8,
1990]

§12.4 Limitations.

(a) Surplus property transferred pur-
suant to this part will be disposed of on
an ‘‘as is, where is,”” basis without war-
ranty of any kind.

(b) Unless excepted by the General
Services Administrator in his assign-
ment, mineral rights will be conveyed
together with the surface rights.

§12.5 Awards.

Where there is more than one appli-
cant for the same property, it will be
awarded to the applicant having a pro-
gram of utilization which provides, in
the opinion of the Department, the
greatest public benefit. Where the
property will serve more than one pro-
gram, it will be apportioned to fit the
needs of as many programs as is prac-
ticable.
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§12.6 Notice of available property.

Reasonable publicity will be given to
the availability of surplus real prop-
erty which is suitable for assignment
to the Department for transfer for pub-
lic health uses. The Department will
establish procedures reasonably cal-
culated to afford all eligible users hav-
ing a legitimate interest in acquiring
the property for such uses an oppor-
tunity to make an application therefor.
However, publicity need not be given to
the availability of surplus real prop-
erty which is occupied and being used
for eligible public health purposes at
the time the property is declared sur-
plus, the occupant expresses interest in
the property, and the Department de-
termines that it has a continuing need
therefor.

§12.7 Applications for surplus real
property.

Applications for surplus real prop-
erty for public health purposes shall be
made to the Department through the
office specified in the notice of avail-
ability.

[65 FR 32252, Aug. 8, 1990]

§12.8 Assignment of surplus real prop-
erty.

(a) Notice of interest in a specific
property for public health purposes will
be furnished the General Services Ad-
ministrator by the Department at the
earliest possible date.

(b) Requests to the Administrator for
assignment of surplus real property to
the Department for transfer for public
health purposes will be based on the
following conditions:

(1) The Department has an acceptable
application for the property.

(2) The applicant is willing, author-
ized, and in a position to assume imme-
diate care, custody, and maintenance
of the property.

(3) The applicant is able, willing and
authorized to pay the administrative
expenses incident to the transfer.

(4) The applicant has the necessary
funds, or the ability to obtain such
funds, to carry out the approved pro-
gram of use of the property.
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§12.9 General disposal terms and con-
ditions.

(a) Surplus real property transfers
under this part will be limited to pub-
lic health purposes. Transferees shall
be entitled to a public benefit allow-
ance in terms of a percentage which
will be applied against the value of the
property to be conveyed. Such an al-
lowance will be computed on the basis
of benefits to the United States from
the use of such property for public
health purposes. The computation of
such public benefit allowances will be
in accordance with Exhibit A attached
hereto and made a part hereof.

(b) A transfer of surplus real property
for public health purposes is subject to
the disapproval of the Administrator
within 30 days after notice is given to
him of the proposed transfer.

(c) Transfers will be on the following
terms and conditions:

(1) The transferee will be obligated to
utilize the property continuously in ac-
cordance with an approved plan of op-
eration.

(2) The transferee will not be per-
mitted to sell, lease or sublease, rent,
mortgage, encumber, or otherwise dis-
pose of the property, or any part there-
of, without the prior written authoriza-
tion of the Department.

(3) The transferee will file with the
Department such reports covering the
utilization of the property as may be
required.

(4) In the event the property is sold,
leased or subleased, encumbered, dis-
posed of, or is used for purposes other
than those set forth in the approved
plan without the consent of the De-
partment, all revenues or the reason-
able value of other benefits received by
the transferee directly or indirectly
from such use, as determined by the
Department, will be considered to have
been received and held in trust by the
transferee for the account of the
United States and will be subject to
the direction and control of the De-
partment. The provisions of this para-
graph shall not impair or affect the
rights reserved to the United States in
paragraph (c)(6) of this section, or the
right of the Department to impose con-
ditions to its consent.

(5) Lessees will be required to carry
all perils and liability insurance to
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protect the Government and the Gov-
ernment’s residual interest in the prop-
erty. Transferees will be required to
carry such flood insurance as may be
required by the Department pursuant
to Pub. L. 93-234. Where the transferee
elects to carry insurance against dam-
ages to or loss of on-site property due
to fire or other hazards, and where loss
or damage to transferred Federal sur-
plus real property occurs, all proceeds
from insurance shall be promptly used
by the transferee for the purpose of re-
pairing and restoring the property to
its former condition, or replacing it
with equivalent or more suitable facili-
ties. If not so used, there shall be paid
to the United States that part of the
insurance proceeds that is attributable
to the Government’s residual interest
in the property lost, damaged, or de-
stroyed in the case of leases, attrib-
utable to the fair market value of the
leased facilities.

(6) With respect to on-site property,
in the event of noncompliance with any
of the conditions of the transfer as de-
termined by the Department, title to
the property transferred and the right
to immediate possession shall, at the
option of the Department, revert to the
Government. In the event title is re-
verted to the United States for non-
compliance or voluntarily reconveyed,
the transferee shall, at the option of
the Department, be required to reim-
burse the Government for the decrease
in value of the property not due to rea-
sonable wear and tear or acts of God or
attributable to alterations completed
by the transferee to adapt the property
to the public health use for which the
property was transferred. With respect
to leased property, in the event of non-
compliance with any of the conditions
of the lease, as determined by the De-
partment, the right of occupancy and
possession shall, at the option of the
Department, be terminated. In the
event a leasehold is terminated by the
United States for noncompliance or is
voluntarily surrendered, the lessee
shall be required at the option of the
Department to reimburse the Govern-
ment for the decrease in value of the
property not due to reasonable wear
and tear or acts of God or attributable
to alterations completed by the lessee
to adapt the property to the public

52

45 CFR Subtitle A (10-1-08 Edition)

health use for which the property was
leased.

With respect to any reverter of title or
termination of leasehold resulting
from noncompliance, the Government
shall, in addition thereto, be reim-
bursed for such costs as may be in-
curred in recovering title to or posses-
sion of the property.

Any payments of cash made by the
transferee against the purchase price of
property transferred shall, upon a for-
feiture of title to the property for
breach of condition, be forfeited.

(7) With respect to off-site property,
in the event of noncompliance with any
of the terms and conditions of the
transfer, the unearned public benefit
allowance shall, at the option of the
Department, become immediately due
and payable or, if the property or any
portion thereof is sold, leased, or other-
wise disposed of without authorization
from the Department, such sale, lease
or sublease, or other disposal shall be
for the benefit and account of the
United States and the United States
shall be entitled to the proceeds. In the
event the transferee fails to remove the
property or any portion thereof within
the time specified, then in addition to
the rights reserved above, at the option
of the Department, all right, title, and
interest in and to such unremoved
property shall be retransferred to other
eligible applicants or shall be forfeited
to the United States.

(8) With respect only to on-site prop-
erty which has been declared excess by
the Department of Defense, such dec-
laration having included a statement
indicating the property has a known
potential for use during a national
emergency, the Department shall re-
serve the right during any period of
emergency declared by the President of
the United States or by the Congress of
the United States to the full and unre-
stricted use by the Government of the
surplus real property, or of any portion
thereof, disposed of in accordance with
the provisions of this part. Such use
may be either exclusive or nonexclu-
sive. Prior to the expiration or termi-
nation of the period of restricted use
by the transferee, the Government will
not be obligated to pay rent or any
other fees or charges during the period
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of emergency, except that the Govern-
ment will:

(i) Bear the entire cost of mainte-
nance of such portion of the property
used by it exclusively or over which it
may have exclusive possession or con-
trol;

(ii) Pay the fair share, commensurate
with the use of the cost of maintenance
of such surplus real property as it may
use nonexclusively or over which it
may have nonexclusive possession or
control;

(iii) Pay a fair rental for the use of
improvements or additions to the sur-
plus real property made by the pur-
chaser or lessee without Government
aid; and

(iv) Be responsible for any damage to
the surplus real property caused by its
use, reasonable wear and tear, the com-
mon enemy and acts of God excepted.
Subsequent to the expiration or termi-
nation of the period of restricted use,
the obligations of the Government will
be as set forth in the preceding sen-
tence and, in addition, the Government
shall be obligated to pay a fair rental
for all or any portion of the conveyed
premises which it uses.

(9) The restrictions set forth in para-
graphs (¢) (1) through (7) of this section
will extend for thirty (30) years for
land with or without improvements;
and for facilities being acquired sepa-
rately from land whether they are for
use on-site or off-site, the period of
limitations on the use of the structures
will be equal to their estimated eco-
nomic life. The restrictions set forth in
paragraphs (c¢) (1) through (7) of this
section will extend for the entire ini-
tial lease period and for any renewal
periods for property leased from the
Department.

(d) Transferees, by obtaining the con-
sent of the Department, may abrogate
the restrictions set forth in paragraph
(c) of this section for all or any portion
of the property upon payment in cash
to the Department of an amount equal
to the then current fair market value
of the property to be released, multi-
plied by the public benefit allowance
granted at the time of conveyance, di-
vided by the total number of months of
the period of restriction set forth in
the conveyance document and multi-
plied by the number of months that re-

53

§12.10

main in the period of restriction as de-
termined by the Department. For pur-
poses of abrogation payment computa-
tion, the current fair market value
shall not include the value of any im-
provements placed on the property by
the transferee.

(e) Related personal property will be
transferred or leased as a part of the
realty and in accordance with real
property procedures. It will be subject
to the same public benefit allowance
granted for the real property. Where
related personal property is involved in
an on-site transfer, the related per-
sonal property may be transferred by a
bill of sale imposing restrictions for a
period not to exceed five years from
the date of transfer, other terms and
conditions to be the same as, and made
a part of, the real property trans-
action.

§12.10 Compliance with the National
Environmental Policy Act of 1969
and other related Acts (environ-
mental impact).

(a) The Department will, prior to
making a final decision to convey or
lease, or to amend, reform, or grant an
approval or release with respect to a
previous conveyance or lease of, sur-
plus real property for public health
purposes, complete an environmental
assessment of the proposed transaction
in keeping with applicable provisions
of the National Environmental Policy
Act of 1969, the National Historic Pres-
ervation Act of 1966, the National Ar-
cheological Data Preservation Act, and
other related acts. No permit to use
surplus real property shall allow the
permittee to make, or cause to be
made, any irreversible change in the
condition of said property, and no use
permit shall be employed for the pur-
pose of delaying or avoiding compli-
ance with the requirements of these
Acts.

(b) Applicants shall be required to
provide such information as the De-
partment deems necessary to make an
assessment of the impact of the pro-
posed Federal action on the human en-
vironment. Materials contained in the
applicant’s official request, responses
to a standard questionnaire prescribed
by the Public Health Service, as well as
other relevant information, will be
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used by the Department in making said
assessment.

(c) If the assessment reveals (1) That
the proposed Federal action involves
properties of historical significance
which are listed, or eligible for listing,
in the National Register of Historic
Places, or (2) that a more than insig-
nificant impact on the human environ-
ment is reasonably foreseeable as a re-
sult of the proposed action, or (3) that
the proposed Federal action could re-
sult in irreparable loss or destruction
of archeologically significant items or
data, the Department will, except as
provided for in paragraph (d) of this
section, prepare and distribute, or
cause to be prepared or distributed,
such notices and statements and obtain
such approvals as are required by the
above cited Acts.

(d) If a proposed action involves
other Federal agencies in a sequence of
actions, or a group of actions, directly
related to each other because of their
functional interdependence, the De-
partment may enter into and support a
lead agency agreement to designate a
single lead agency which will assume
primary responsibility for coordinating
the assessment of environmental ef-
fects of proposed Federal actions, pre-
paring and distributing such notices
and statements, or obtaining such ap-
provals, as are required by the above
cited Acts. The procedures of the des-
ignated lead agency will be utilized in
conducting the environmental assess-
ment. In the event of disagreement be-
tween the Department and another
Federal agency, the Department will
reserve the right to abrogate its lead
agency agreement with the other Fed-
eral Agency.

[46 FR 72173, Oct. 31, 1980, as amended at 55
FR 32252, Aug. 8, 1990]

§12.11 Special terms and conditions.

(a) Applicants will be required to pay
all external administrative costs which
will include, but not be limited to,
taxes, surveys, appraisals, inventory
costs, legal fees, title search, certifi-
cate or abstract expenses, decon-
tamination costs, moving costs, closing
fees in connection with the transaction
and service charges, if any, made by
State Agencies for Federal Property
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Assistance under the terms of a cooper-
ative agreement with the Department.

(b) In the case of off-site property,
applicants will be required to post per-
formance bonds, make performance
guarantee deposits, or give such other
assurances as may be required by the
Department or the holding agency to
insure adequate site clearance and to
pay service charges, if any, made by
State Agencies for Federal Property
Assistance under the terms of a cooper-
ative agreement with the Department.

(c) Whenever negotiations are under-
taken for disposal to private nonprofit
public health organizations of any sur-
plus real property which cost the Gov-
ernment $1 million or more, the De-
partment will give notice to the Attor-
ney General of the United States of the
proposed disposal and the terms and
conditions thereof. The applicant shall
furnish to the Department such infor-
mation and documents as the Attorney
General may determine to be appro-
priate or necessary to enable him to
give the advice as provided for by sec-
tion 207 of the Act.

(d) Where an applicant proposes to
acquire or lease and use in place im-
provements located on land which the
Government does not own, he shall be
required, before the transfer is con-
summated, to obtain a right to use the
land commensurate with the duration
of the restrictions applicable to the im-
provements, or the term of the lease.
The applicant will be required to as-
sume, or obtain release of, the Govern-
ment’s obligations respecting the land
including but not limited to obliga-
tions relating to restoration, waste,
and rent. At the option of the Depart-
ment, the applicant may be required to
post a bond to indemnify the Govern-
ment against such obligations.

(e) The Department may require the
inclusion in the transfer or lease docu-
ment of any other provision deemed de-
sirable or necessary.

(f) Where an eligible applicant for an
on-site transfer proposes to construct
new, or rehabilitate old, facilities, the
financing of which must be accom-
plished through issuance of revenue
bonds having terms inconsistent with
the terms and conditions of transfer
prescribed in §12.9 (¢), (d), and (e) of
this chapter, the Department may, in
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its discretion, impose such alternate
terms and conditions of transfer in lieu
thereof as may be appropriate to assure
utilization of the property for public
health purposes.

§12.12

(a) Where property or any portion
thereof is not being used for the pur-
poses for which transferred, the trans-
feree will be required at the direction
of the Department:

(1) To place the property into imme-
diate use for an approved purpose;

(2) To retransfer such property to
such other public health user as the
Department may direct;

(3) To sell such property for the ben-
efit and account of the United States;

(4) To return title to such property to
the United States or to relinquish any
leasehold interest therein;

(6) To abrogate the conditions and re-
strictions of the transfer, as set forth
in §12.9(d) of this chapter, except that,
where property has never been placed
in use for the purposes for which trans-
ferred, abrogation will not be per-
mitted except under extenuating cir-
cumstances; or

(6) To make payments as provided for
in §12.3(c) of this chapter.

(b) Where the transferee or lessee de-
sires to place the property in tem-
porary use for a purpose other than

Utilization.
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that for which the property was trans-
ferred or leased, approval from the De-
partment must be obtained, and will be
conditioned upon such terms as the De-
partment may impose.

§12.13 Form of conveyance.

(a) Transfers or leases of surplus real
property will be on forms approved by
the Office of General Counsel of the De-
partment and will include such of the
disposal or lease terms and conditions
set forth in this part and such other
terms and conditions as the Office of
General Counsel may deem appropriate
Or necessary.

(b) Transfers of on-site property will
normally be by quitclaim deed without
warranty of title.

§12.14 Compliance inspections and re-
ports.

The Department will make or have
made such compliance inspections as
are necessary and will require of the
transferee or lessee such compliance
reports and actions as are deemed nec-
essary.

§12.15 Reports to Congress.

The Secretary will make such reports
of real property disposal activities as
are required by section 203 of the Act
and such other reports as may be re-
quired by law.



45 CFR Subtitle A (10-1-08 Edition)

Pt. 12, Exh. A

[886T ‘0T "TBIN ‘SpLL T €G 8 POPULUIE SB ‘0861 ‘T "300 ‘€LTGL YA SF]

B} J8Y}0 JO Jusuodwod

Joulw e se paksAuod ale sali|ioe) yons usym ajgedljdde si weiboid yieay |jeseno ay) 4oy souemoje Jyauaq dljgnd ey ‘Auedoid sy jo epew aq o} esn Arewud ay) si iyl usym ajqed)jddy z

"pajuelb aq ||IIM %004

Jo 2ouemojle Jauaq algnd dISeq e ‘als ay} woly parow aq o} sI Auadoid |eas snidins uaypn “esn ays-uo Joy pjos bBuieq Auadoid |eas snidins 0} Ajuo saidde souemojie Jeuaq dlgnd sIy] |

00Lg | e [ T T T Lo [ [ [ | 00tz ss9)
-9WOH 98U} O} SOUB)SISSY
00 | e oL | e oe 0z 0S S90IAIBS [eloads
00t ol oL ol () 0c 0S
e T (RTINS (PRI RN IPAIHIRRIH [tt PN MCATHNI R ORI RN et 001 2 - yoseesey
e T [EECROS IS (PSSO (PR [Nl (S I RN R [ttt 001 2 “ sweisAg JoIRM puB
|lesodsiq a@shjay 2lgnd
00z | e | e s | | ||| | |, 0012 uonex
-SiuIWpY YeeH algnd
0oL 0L | e | oe 0z ot oL 02 02 0S * sawoH buisinN
001 | e | e | s oe 0z oL oL 0e 02 0S SoID
00t ol ol [o]3 ol 0g 0c ol ol 0c 0c 0S s|epdsoH
soue w:m;moa S90INIBS mmo_\mmm ﬂﬂwm% h\mowmr %05 0} 92 | %S2 01 O} p uon vod 90UBMO|[B
Molfe o, s ondnd | AUSHEAINO | pojeseu) MSPIEH | -eypasooy | -dns xeL .%m mun_wm_.n__
-ug n Spaau jJowu i
E:QE_xm_z paau Jawun uoneoIISSe|)

S8duUBMO|le uonezi|inn

soouemo|e uoneziuebiQ

pamojje jJuadiad

1SHSOdUNd HLTVHH 404 ALdHdOUd TVHY 40 HHASNVY,], 904 HONVMOTITV LIAENHY OITdNd—7CZT LYVd OL V LIGIHXH

56



Department of Health and Human Services

PART 120—USE OF FEDERAL REAL
EES%PERTY TO ASSIST THE HOME-

Sec.

12a.1
12a.2
12a.3
12a.4
12a.5
12a.6
12a.7

Definitions.

Applicability.

Collecting the information.
Suitability determination.

Real property reported excess to GSA.
Suitability criteria.
Determination of availability.
12a.8 Public notice of determination.
12a.9 Application process.

12a.10 Action on approved applications.
12a.11 TUnsuitable properties.

12a.12 No applications approved.

AUTHORITY: 42 U.S.C. 11411; 40 U.S.C. 484(k);
42 U.S.C. 3535(d).

SOURCE: 56 FR 23794, 23795, May 24, 1991, un-
less otherwise noted.

EFFECTIVE DATE NOTE: At 56 FR 23794,
23795, May 24, 1991, part 12a was added, effec-
tive May 24, 1991, except for §12a.3, which
will not become effective until approved by
the District Court for the District of Colum-
bia, pending further proceedings.

§12a.1 Definitions.

Applicant means any representative
of the homeless which has submitted
an application to the Department of
Health and Human Services to obtain
use of a particular suitable property to
assist the homeless.

Checklist or property checklist means
the form developed by HUD for use by
landholding agencies to report the in-
formation to be used by HUD in mak-
ing determinations of suitability.

Classification means a property’s des-
ignation as unutilized, underutilized,
excess, or surplus.

Day means one calendar day includ-
ing weekends and holidays.

Eligible organization means a State,
unit of local government or a private
non-profit organization which provides
assistance to the homeless, and which
is authorized by its charter or by State
law to enter into an agreement with
the Federal government for use of real
property for the purposes of this sub-
part. Representatives of the homeless
interested in receiving a deed for a par-
ticular piece of surplus Federal prop-
erty must be section 501(c)(3) tax ex-
empt.

Excess property means any property
under the control of any Federal execu-
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tive agency that is not required for the
agency’s needs or the discharge of its
responsibilities, as determined by the
head of the agency pursuant to 40
U.S.C. 483.

GSA means the General Services Ad-
ministration.

HHS means the Department of Health
and Human Services.

Homeless means:

(1) An individual or family that lacks
a fixed, regular, and adequate night-
time residence; and

(2) An individual or family that has a
primary nighttime residence that is:

(i) A supervised publicly or privately
operated shelter designed to provide
temporary living accommodations (in-
cluding welfare hotels, congregate
shelters, and transitional housing for
the mentally ill);

(ii) An institution that provides a
temporary residence for individuals in-
tended to be institutionalized; or

(iii) A public or private place not de-
signed for, or ordinarily used as, a reg-
ular sleeping accommodation for
human beings. This term does not in-
clude any individual imprisoned or oth-
erwise detained under an Act of the
Congress or a State law.

HUD means the Department of Hous-
ing and Urban Development.

ICH means the Interagency Council
on the Homeless.

Landholding agency means a Federal
department or agency with statutory
authority to control real property.

Lease means an agreement between
either the Department of Health and
Human Services for surplus property,
or landholding agencies in the case of
non-excess properties or properties sub-
ject to the Base Closure and Realign-
ment Act (Public Law 100-526; 10 U.S.C.
2687), and the applicant, giving rise to
the relationship of lessor and lessee for
the use of Federal real property for a
term of at least one year under the
conditions set forth in the lease docu-
ment.

Non-profit organization means an or-
ganization no part of the net earnings
of which inures to the benefit of any
member, founder, contributor, or indi-
vidual; that has a voluntary board;
that has an accounting system or has
designated an entity that will main-
tain a functioning accounting system
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for the organization in accordance with
generally accepted accounting proce-
dures; and that practices non-
discrimination in the provision of as-
sistance.

Permit means a license granted by a
landholding agency to use unutilized or
underutilized property for a specific
amount of time under terms and condi-
tions determined by the landholding
agency.

Property means real property con-
sisting of vacant land or buildings, or a
portion thereof, that is excess, surplus,
or designated as unutilized or underuti-
lized in surveys by the heads of land-
holding agencies conducted pursuant to
section 202(b)(2) of the Federal Prop-
erty and Administrative Services Act
of 1949 (40 U.S.C. 483(b)(2).)

Regional Homeless Coordinator means
a regional coordinator of the Inter-
agency Council on the Homeless.

Representative of the Homeless means a
State or local government agency, or
private nonprofit organization which
provides, or proposes to provide, serv-
ices to the homeless.

Screen means the process by which
GSA surveys Federal agencies, or
State, local and non-profit entities, to
determine if any such entity has an in-
terest in using excess Federal property
to carry out a particular agency mis-
sion or a specific public use.

State Homeless Coordinator means a
state contact person designated by a
state to receive and disseminate infor-
mation and communications received
from the Interagency Council on the
Homeless in accordance with section
210(a) of the Stewart B. McKinney Act
of 1987, as amended.

Suitable property means that HUD has
determined that a particular property
satisfies the criteria listed in §12a.6.

Surplus property means any excess
real property not required by any Fed-
eral landholding agency for its needs or
the discharge of its responsibilities, as
determined by the Administrator of
GSA.

Underutilized means an entire prop-
erty or portion thereof, with or with-
out improvements which is used only
at irregular periods or intermittently
by the accountable landholding agency
for current program purposes of that
agency, or which is used for current
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program purposes that can be satisfied
with only a portion of the property.

Unsuitable property means that HUD
has determined that a particular prop-
erty does not satisfy the criteria in
§12a.6.

Unutilized property means an entire
property or portion thereof, with or
without improvements, not occupied
for current program purposes for the
accountable executive agency or occu-
pied in caretaker status only.

§12a.2 Applicability.

(a) This part applies to Federal real
property which has been designated by
Federal landholding agencies as unuti-
lized, underutilized, excess or surplus
and is therefore subject to the provi-
sions of title V of the McKinney Act (42
U.S.C. 11411).

(b) The following categories of prop-
erties are not subject to this subpart
(regardless of whether they may be un-
utilized or underutilized).

(1) Machinery and equipment.

(2) Government-owned, contractor-
operated machinery, equipment, land,
and other facilities reported excess for
sale only to the using contractor and
subject to a continuing military re-
quirement.

(3) Properties subject to special legis-
lation directing a particular action.

(4) Properties subject to a Court
Order.

(5) Property not subject to survey re-
quirements of Executive Order 12512
(April 29, 1985).

(6) Mineral rights interests.

(7) Air Space interests.

(8) Indian Reservation land subject to
section 202(a)(2) of the Federal Prop-
erty and Administrative Service Act of
1949, as amended.

(9) Property interests subject to re-
version.

(10) Easements.

(11) Property purchased in whole or
in part with Federal funds if title to
the property is not held by a Federal
landholding agency as defined in this
Part.

§12a.3 Collecting the information.

(a) Canvass of landholding agencies. On
a quarterly basis, HUD will canvass
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landholding agencies to collect infor-
mation about property described as un-
utilized, underutilized, excess, or sur-
plus, in surveys conducted by the agen-
cies under section 202 of the Federal
Property and Administrative Services
Act (40 U.S.C. 483), Executive Order
12512, and 41 CFR part 101-47.800. Each
canvass will collect information on
properties not previously reported and
about property reported previously the
status or classification of which has
changed or for which any of the infor-
mation reported on the property check-
list has changed.

(1) HUD will request descriptive in-
formation on properties sufficient to
make a reasonable determination,
under the criteria described below, of
the suitability of a property for use as
a facility to assist the homeless.

(2) HUD will direct landholding agen-
cies to respond to requests for informa-
tion within 25 days of receipt of such
requests.

(b) Agency Annual Report. By Decem-
ber 31 of each year, each landholding
agency must notify HUD regarding the
current availability status and classi-
fication of each property controlled by
the agency that:

(1) Was included in a list of suitable
properties published that year by HUD,
and

(2) Remains available for application
for use to assist the homeless, or has
become available for application dur-
ing that year.

(c) GSA Inventory. HUD will collect
information, in the same manner as de-
scribed in paragraph (a) of this section,
from GSA regarding property that is in
GSA’s current inventory of excess or
surplus property.

(d) Change in Status. If the informa-
tion provided on the property checklist
changes subsequent to HUD’s deter-
mination of suitability, and the prop-
erty remains unutilized, underutilized,
excess or surplus, the landholding
agency shall submit a revised property
checklist in response to the next quar-
terly canvass. HUD will make a new
determination of suitability and, if it
differs from the previous determina-
tion, republish the property informa-
tion in the FEDERAL REGISTER. For ex-
ample, property determined unsuitable
for national security concerns may no
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longer be subject to security restric-
tions, or property determined suitable
may subsequently be found to be con-
taminated.

§12a.4 Suitability determination.

(a) Suitability determination. Within 30
days after the receipt of information
from landholding agencies regarding
properties which were reported pursu-
ant to the canvass described in
§12a.3(a), HUD will determine, under
criteria set forth in §12a.6, which prop-
erties are suitable for use as facilities
to assist the homeless and report its
determination to the landholding agen-
cy. Properties that are under lease,
contract, license, or agreement by
which a Federal agency retains a real
property interest or which are sched-
uled to become unutilized or underuti-
lized will be reviewed for suitability no
earlier than six months prior to the ex-
pected date when the property will be-
come unutilized or underutilized, ex-
cept that properties subject to the Base
Closure and Realignment Act may be
reviewed up to eighteen months prior
to the expected date when the property
will become unutilized or underuti-
lized.

(b) Scope of suitability. HUD will de-

termine the suitability of a property
for use as a facility to assist the home-
less without regard to any particular
use.
(c) Environmental information. HUD
will evaluate the environmental infor-
mation contained in property check-
lists forwarded to HUD by the land-
holding agencies solely for the purpose
of determining suitability of properties
under the criteria in §12a.6.

(d) Written record of suitability deter-
mination. HUD will assign an identifica-
tion number to each property reviewed
for suitability. HUD will maintain a
written public record of the following:

(1) The suitability determination for
a particular piece of property, and the
reasons for that determination; and

(2) The landholding agency’s response
to the determination pursuant to the
requirements of §12a.7(a).

(e) Property determined unsuitable.
Property that is reviewed by HUD
under this section and that is deter-
mined unsuitable for use to assist the
homeless may not be made available
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for any other purpose for 20 days after
publication in the FEDERAL REGISTER
of a Notice of unsuitability to allow for
review of the determination at the re-
quest of a representative of the home-
less.

() Procedures for appealing
unsuitability determinations. (1) To re-
quest review of a determination of
unsuitability, a representative of the
homeless must contact HUD within 20
days of publication of notice in the
FEDERAL REGISTER that a property is
unsuitable. Requests may be submitted
to HUD in writing or by calling 1-800—
927-7588 (Toll Free). Written requests
must be received no later than 20 days
after notice of unsuitability is pub-
lished in the FEDERAL REGISTER.

(2) Requests for review of a deter-
mination of unsuitability may be made
only by representatives of the home-
less, as defined in §12a.1.

(3) The request for review must speci-
fy the grounds on which it is based,
i.e., that HUD has improperly applied
the criteria or that HUD has relied on
incorrect or incomplete information in
making the determination (e.g., that
property is in a floodplain but not in a
floodway).

(4) Upon receipt of a request to re-
view a determination of unsuitability,
HUD will notify the landholding agen-
cy that such a request has been made,
request that the agency respond with
any information pertinent to the re-
view, and advise the agency that it
should refrain from initiating disposal
procedures until HUD has completed
its reconsideration regarding
unsuitability.

(i) HUD will act on all requests for
review within 30 days of receipt of the
landholding agency’s response and will
notify the representative of the home-
less and the landholding agency in
writing of its decision.

(ii) If a property is determined suit-
able as a result of the review, HUD will
request the landholding agency’s deter-
mination of availability pursuant to
§12a.7(a), upon receipt of which HUD
will promptly publish the determina-
tion in the FEDERAL REGISTER. If the
determination of unsuitability stands,
HUD will inform the representative of
the homeless of its decision.
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§12a.5 Real property reported excess
to GSA.

(a) BEach landholding agency must
submit a report to GSA of properties it
determines excess. Each landholding
agency must also provide a copy of
HUD’s suitability determination, if
any, including HUD’s identification
number for the property.

(b) If a landholding agency reports a
property to GSA which has been re-
viewed by HUD for homeless assistance
suitability and HUD determined the
property suitable, GSA will screen the
property pursuant to §12a.5(g) and will
advise HUD of the availability of the
property for use by the homeless as
provided in §12a.5(e). In lieu of the
above, GSA may submit a new check-
list to HUD and follow the procedures
in §12a.5(c) through §12a.5(g).

(c) If a landholding agency reports a
property to GSA which has not been re-
viewed by HUD for homeless assistance
suitability, GSA will complete a prop-
erty checklist, based on information
provided by the landholding agency,
and will forward this checklist to HUD
for a suitability determination. This
checklist will reflect any change in
classification, i.e., from unutilized or
underutilized to excess.

(d) Within 30 days after GSA’s sub-
mission, HUD will advise GSA of the
suitability determination.

(e) When GSA receives a letter from
HUD listing suitable excess properties
in GSA’s inventory, GSA will transmit
to HUD within 45 days a response
which includes the following for each
identified property:

(1) A statement that there is no other
compelling Federal need for the prop-
erty, and therefore, the property will
be determined surplus; or

(2) A statement that there is further
and compelling Federal need for the
property (including a full explanation
of such need) and that, therefore, the
property is not presently available for
use to assist the homeless.

(f) When an excess property is deter-
mined suitable and available and no-
tice is published in the FEDERAL REG-
ISTER, GSA will concurrently notify
HHS, HUD, State and local government
units, known homeless assistance pro-
viders that have expressed interest in
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the particular property, and other or-
ganizations, as appropriate, concerning
suitable properties.

(g) Upon submission of a Report of
Excess to GSA, GSA may screen the
property for Federal use. In addition,
GSA may screen State and local gov-
ernmental units and eligible nonprofit
organizations to determine interest in
the property in accordance with cur-
rent regulations. (See 41 CFR 101-
47.203-5, 101-47.204-1 and 101-47.303-2.)

(h) The landholding agency will re-
tain custody and accountability and
will protect and maintain any property
which is reported excess to GSA as pro-
vided in 41 CFR 101-47.402.

§12a.6 Suitability criteria.

(a) All properties, buildings and land
will be determined suitable unless a
property’s characteristics include one
or more of the following conditions:

(1) National security concerns. A prop-
erty located in an area to which the
general public is denied access in the
interest of mnational security (e.g.,
where a special pass or security clear-
ance is a condition of entry to the
property) will be determined unsuit-
able. Where alternative access can be
provided for the public without com-
promising national security, the prop-
erty will not be determined unsuitable
on this basis.

(2) Property containing flammable or
explosive materials. A property located
within 2000 feet of an industrial, com-
mercial or Federal facility handling
flammable or explosive material (ex-
cluding underground storage) will be
determined unsuitable. Above ground
containers with a capacity of 100 gal-
lons or less, or larger containers which
provide the heating or power source for
the property, and which meet local
safety, operation, and permitting
standards, will not affect whether a
particular property is determined suit-
able or unsuitable. Underground stor-
age, gasoline stations and tank trucks
are not included in this category and
their presence will not be the basis of
an unsuitability determination unless
there is evidence of a threat to per-
sonal safety as provided in paragraph
(a)(b) of this section.

(3) Runway clear zone and military air-
field clear zone. A property located
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within an airport runway clear zone or
military airfield clear zone will be de-
termined unsuitable.

(4) Floodway. A property located in
the floodway of a 100 year floodplain
will be determined unsuitable. If the
floodway has been contained or cor-
rected, or if only an incidental portion
of the property not affecting the use of
the remainder of the property is in the
floodway, the property will not be de-
termined unsuitable.

(5) Documented deficiencies. A prop-
erty with a documented and extensive
condition(s) that represents a clear
threat to personal physical safety will
be determined unsuitable. Such condi-
tions may include, but are not limited
to, contamination, structural damage
or extensive deterioration, friable as-
bestos, PCB’s, or natural hazardous
substances such as radon, periodic
flooding, sinkholes or earth slides.

(6) Inaccessible. A property that is in-
accessible will be determined unsuit-
able. An inaccessible property is one
that is not accessible by road (includ-
ing property on small off-shore islands)
or is land locked (e.g., can be reached
only by crossing private property and
there is no established right or means
of entry).

§12a.7 Determination of availability.

(a) Within 45 days after receipt of a
letter from HUD pursuant to §12a.4(a),
each landholding agency must trans-
mit to HUD a statement of one of the
following:

(1) In the case of unutilized or under-
utilized property:

(i) An intention to declare the prop-
erty excess,

(ii) An intention to make the prop-
erty available for use to assist the
homeless, or

(iii) The reasons why the property
cannot be declared excess or made
available for use to assist the home-
less. The reasons given must be dif-
ferent than those listed as suitability
criteria in §12a.6.

(2) In the case of excess property
which had previously been reported to
GSA:

(i) A statement that there is no com-
pelling Federal need for the property,
and that, therefore, the property will
be determined surplus; or
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(ii) A statement that there is a fur-
ther and compelling Federal need for
the property (including a full expla-
nation of such need) and that, there-
fore, the property is not presently
available for use to assist the home-
less.

§12a.8 Public notice of determination.

(a) No later than 15 days after the
last 45 day period has elapsed for re-
ceiving responses from the landholding
agencies regarding availability, HUD
will publish in the FEDERAL REGISTER a
list of all properties reviewed, includ-
ing a description of the property, its
address, and classification. The fol-
lowing designations will be made:

(1) Properties that are suitable and
available.

(2) Properties that are suitable and
unavailable.

(3) Properties that are suitable and
to be declared excess.

(4) Properties that are unsuitable.

(b) Information about specific prop-
erties can be obtained by contacting
HUD at the following toll free number,
1-800-927-7588.

(c) HUD will transmit to the ICH a
copy of the list of all properties pub-
lished in the FEDERAL REGISTER. The
ICH will immediately distribute to all
state and regional homeless coordina-
tors area-relevant portions of the list.
The ICH will encourage the state and
regional homeless coordinators to dis-
seminate this information widely.

(d) No later than February 15 of each
year, HUD shall publish in the FED-
ERAL REGISTER a list of all properties
reported pursuant to §12a.3(b).

(e) HUD shall publish an annual list
of properties determined suitable but
which agencies reported unavailable
including the reasons such properties
are not available.

(f) Copies of the lists published in the
FEDERAL REGISTER will be available for
review by the public in the HUD head-
quarters building library (room 8141);
area-relevant portions of the lists will
be available in the HUD regional of-
fices and in major field offices.

§12a.9 Application process.

(a) Holding period. (1) Properties pub-
lished as available for application for
use to assist the homeless shall not be
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available for any other purpose for a
period of 60 days beginning on the date
of publication. Any representative of
the homeless interested in any under-
utilized, unutilized, excess or surplus
Federal property for use as a facility to
assist the homeless must send to HHS
a written expression of interest in that
property within 60 days after the prop-
erty has been published in the FEDERAL
REGISTER.

(2) If a written expression of interest
to apply for suitable property for use
to assist the homeless is received by
HHS within the 60 day holding period,
such property may not be made avail-
able for any other purpose until the
date HHS or the appropriate land-
holding agency has completed action
on the application submitted pursuant
to that expression of interest.

(3) The expression of interest should
identify the specific property, briefly
describe the proposed use, include the
name of the organization, and indicate
whether it is a public body or a private
non-profit organization. The expression
of interest must be sent to the Division
of Health Facilities Planning (DHFP)
of the Department of Health and
Human Services at the following ad-
dress:

Director, Division of Health Facilities Plan-
ning, Public Health Service, Room 17A-10,
Parklawn Building, 5600 Fishers Lane,
Rockville, Maryland 20857.

HHS will notify the landholding agency
(for unutilized and underutilized prop-
erties) or GSA (for excess and surplus
properties) when an expression of inter-
est has been received for a particular
property.

(4) An expression of interest may be
sent to HHS any time after the 60 day
holding period has expired. In such a
case, an application submitted pursu-
ant to this expression of interest may
be approved for use by the homeless if:

(i) No application or written expres-
sion of interest has been made under
any law for use of the property for any
purpose; and

(ii) In the case of excess or surplus
property, GSA has not received a bona
fide offer to purchase that property or
advertised for the sale of the property
by public auction.
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(b) Application Requirements. Upon re-
ceipt of an expression of interest,
DHFP will send an application packet
to the interested entity. The applica-
tion packet requires the applicant to
provide certain information, including
the following—

(1) Description of the applicant organi-
cation. The applicant must document
that it satisfies the definition of a
“‘representative of the homeless,” as
specified in §12a.1 of this subpart. The
applicant must document its authority
to hold real property. Private non-prof-
it organizations applying for deeds
must document that they are section
501(c)(3) tax-exempt.

(2) Description of the property desired.
The applicant must describe the prop-
erty desired and indicate that any
modifications made to the property
will conform to local use restrictions
except for local zoning regulations.

(3) Description of the proposed program.
The applicant must fully describe the
proposed program and demonstrate
how the program will address the needs
of the homeless population to be as-
sisted. The applicant must fully de-
scribe what modifications will be made
to the property before the program be-
comes operational.

(4) Ability to finance and operate the
proposed program. The applicant must
specifically describe all anticipated
costs and sources of funding for the
proposed program. The applicant must
indicate that it can assume care, cus-
tody, and maintenance of the property
and that it has the necessary funds or
the ability to obtain such funds to
carry out the approved program of use
for the property.

(5) Compliance with non-discrimination
requirements. Each applicant and lessee
under this part must certify in writing
that it will comply with the require-
ments of the Fair Housing Act (42
U.S.C. 3601-3619) and implementing reg-
ulations; and as applicable, Executive
Order 11063 (Equal Opportunity in
Housing) and implementing regula-
tions; title VI of the Civil Rights Act of
1964 (42 U.S.C. 2000d to d-4) (Non-
discrimination in Federally Assisted
Programs) and implementing regula-
tions; the prohibitions against dis-
crimination on the basis of age under
the Age Discrimination Act of 1975 (42
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U.S.C. 6101-6107) and implementing reg-
ulations; and the prohibitions against
otherwise qualified individuals with
handicaps under section 504 of the Re-
habilitation Act of 1973 (29 U.S.C. 794)
and implementing regulations. The ap-
plicant must state that it will not dis-
criminate on the basis of race, color,
national origin, religion, sex, age, fa-
milial status, or handicap in the use of
the property, and will maintain the re-
quired records to demonstrate compli-
ance with Federal laws.

(6) Insurance. The applicant must cer-
tify that it will insure the property
against loss, damage, or destruction in
accordance with the requirements of 45
CFR 12.9.

(T) Historic preservation. Where appli-
cable, the applicant must provide in-
formation that will enable HHS to
comply with Federal historic preserva-
tion requirements.

(8) Environmental information. The ap-
plicant must provide sufficient infor-
mation to allow HHS to analyze the po-
tential impact of the applicant’s pro-
posal on the environment, in accord-
ance with the instructions provided
with the application packet. HHS will
assist applicants in obtaining any per-
tinent environmental information in
the possession of HUD, GSA, or the
landholding agency.

(9) Local government notification. The
applicant must indicate that it has in-
formed the applicable unit of general
local government responsible for pro-
viding sewer, water, police, and fire
services, in writing of its proposed pro-
gram.

(10) Zoning and Local Use Restrictions.
The applicant must indicate that it
will comply with all local use restric-
tions, including local building code re-
quirements. Any applicant which ap-
plies for a lease or permit for a par-
ticular property is not required to com-
ply with local zoning requirements.
Any applicant applying for a deed of a
particular property, pursuant to §12a.
9(b)(3), must comply with local zoning
requirements, as specified in 45 CFR
part 12.

(c) Scope of evaluations. Due to the
short time frame imposed for evalu-
ating applications, HHS’ evaluation
will, generally, be limited to the infor-
mation contained in the application.
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(d) Deadline. Completed applications
must be received by DHFP, at the
above address, within 90 days after an
expression of interest is received from
a particular applicant for that prop-
erty. Upon written request from the
applicant, HHS may grant extensions,
provided that the appropriate land-
holding agency concurs with the exten-
sion. Because each applicant will have
a different deadline based on the date
the applicant submitted an expression
of interest, applicants should contact
the individual landholding agency to
confirm that a particular property re-
mains available prior to submitting an
application.

(e) Evaluations. (1) Upon receipt of an
application, HHS will review it for
completeness, and, if incomplete, may
return it or ask the applicant to fur-
nish any missing or additional required
information prior to final evaluation of
the application.

(2) HHS will evaluate each completed
application within 25 days of receipt
and will promptly advise the applicant
of its decision. Applications are evalu-
ated on a first-come, first-serve basis.
HHS will notify all organizations
which have submitted expressions of
interest for a particular property re-
garding whether the first application
received for that property has been ap-
proved or disapproved. All applications
will be reviewed on the basis of the fol-
lowing elements, which are listed in
descending order of priority, except
that paragraphs (e)(2)(iv) and (e)(2)(V)
of this section are of equal importance.

(i) Services offered. The extent and
range of proposed services, such as
meals, shelter, job training, and coun-
seling.

(ii) Need. The demand for the pro-
gram and the degree to which the
available property will be fully uti-
lized.

(iii) Implementation Time. The amount
of time necessary for the proposed pro-
gram to become operational.

(iv) Experience. Demonstrated prior
success in operating similar programs
and recommendations attesting to that
fact by Federal, State, and local au-
thorities.

(v) Financial Ability. The adequacy of
funding that will likely be available to
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run the program fully and properly and
to operate the facility.

(3) Additional evaluation factors may
be added as deemed necessary by HHS.
If additional factors are added, the ap-
plication packet will be revised to in-
clude a description of these additional
factors.

(4) If HHS receives one or more com-
peting applications for a property with-
in 5 days of the first application HHS
will evaluate all completed applica-
tions simultaneously. HHS will rank
approved applications based on the ele-
ments listed in §12a.8(e)(2), and notify
the landholding agency, or GSA, as ap-
propriate, of the relative ranks.

(Approved by the Office of Management and
Budget under control number 0937-0191)

§12a.10 Action on approved applica-
tions.

(a) Unutilized and underutilized prop-
erties. (1) When HHS approves an appli-
cation, it will so notify the applicant
and forward a copy of the application
to the landholding agency. The land-
holding agency will execute the lease,
or permit document, as appropriate, in
consultation with the applicant.

(2) The landholding agency maintains
the discretion to decide the following:

(i) The length of time the property
will be available. (Leases and permits
will be for a period of at least one year
unless the applicant requests a shorter
term.)

(ii) Whether to grant use of the prop-
erty via a lease or permit;

(iii) The terms and conditions of the
lease or permit document.

(b) Excess and surplus properties. (1)
When HHS approves an application, it
will so notify the applicant and request
that GSA assign the property to HHS
for leasing. Upon receipt of the assign-
ment, HHS will execute a lease in ac-
cordance with the procedures and re-
quirements set out in 45 CFR part 12.
In accordance with 41 CFR 101-47.402,
custody and accountability of the prop-
erty will remain throughout the lease
term with the agency which initially
reported the property as excess.

(2) Prior to assignment to HHS, GSA
may consider other Federal uses and
other important national needs; how-
ever, in deciding the disposition of sur-
plus real property, GSA will generally
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give priority of consideration to uses
to assist the homeless. GSA may con-
sider any competing request for the
property made under section 203(k) of
the Federal Property and Administra-
tive Services Act of 1949 (40 U.S.C.
484(k)) that is so meritorious and com-
pelling that it outweighs the needs of
the homeless, and HHS may likewise
consider any competing request made
under subsection 203(k)(1) of that law.

(3) Whenever GSA or HHS decides in
favor of a competing request over a re-
quest for property for homeless assist-
ance use as provided in paragraph (b)(2)
of this section, the agency making the
decision will transmit to the appro-
priate committees of the Congress an
explanatory statement which details
the need satisfied by conveyance of the
surplus property, and the reasons for
determining that such need was so
meritorious and compelling as to out-
weigh the needs of the homeless.

(4) Deeds. Surplus property may be
conveyed to representatives of the
homeless pursuant to section 203(k) of
the Federal Property and Administra-
tive Services Act of 1949 (40 U.S.C.
484(k)(1), and section 501(f) of the
McKinney Act as amended, 42 U.S.C.
11411. Representatives of the homeless
must complete the application packet
pursuant to the requirements of §12a.9
of this part and in accordance with the
requirements of 45 CFR part 12.

(c) Completion of Lease Term and Re-
version of Title. Lessees and grantees
will be responsible for the protection
and maintenance of the property dur-
ing the time that they possess the
property. Upon termination of the
lease term or reversion of title to the
Federal government, the lessee or
grantee will be responsible for remov-
ing any improvements made to the
property and will be responsible for
restoration of the property. If such im-
provements are not removed, they will
become the property of the Federal
government. GSA or the landholding
agency, as appropriate, will assume re-
sponsibility for protection and mainte-
nance of a property when the lease ter-
minates or title reverts.

§12a.11 Unsuitable properties.

The landholding agency will defer,
for 20 days after the date that notice of

65

Pt. 13

a property is published in the FEDERAL
REGISTER, action to dispose of prop-
erties determined unsuitable for home-
less assistance. HUD will inform land-
holding agencies or GSA if appeal of an
unsuitability determination is filed by
a representative of the homeless pursu-
ant to §12a.4(f)(4). HUD will advise the
agency that it should refrain from ini-
tiating disposal procedures until HUD
has completed its reconsideration proc-
ess regarding unsuitability. Thereafter,
or if no appeal has been filed after 20
days, GSA or the appropriate land-
holding agency may proceed with dis-
posal action in accordance with appli-
cable law.

§12a.12 No applications approved.

(a) At the end of the 60 day holding
period described in §12a.9(a), HHS will
notify GSA, or the landholding agency,
as appropriate, if an expression of in-
terest has been received for a par-
ticular property. Where there is no ex-
pression of interest, GSA or the land-
holding agency, as appropriate, will
proceed with disposal in accordance
with applicable law.

(b) Upon advice from HHS that all
applications have been disapproved, or
if no completed applications or re-
quests for extensions have been re-
ceived by HHS within 90 days from the
date of the last expression of interest,
disposal may proceed in accordance
with applicable law.
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Subpart A—General Provisions

§13.1 Purpose of these rules.

These rules implement section 203 of
the Equal Access to Justice Act, 5
U.S.C. 504 and 504 note, for the Depart-
ment of Health and Human Services.
They describe the circumstances under
which the Department may award at-
torney fees and certain other expenses
to eligible individuals and entities who
prevail over the Department in certain
administrative proceedings (called
“adversary adjudications’). The De-
partment may reimburse parties for ex-
penses incurred in adversary adjudica-
tions if the party prevails in the pro-
ceeding and if the Department’s posi-
tion in the proceeding was not substan-
tially justified or if the action is one to
enforce compliance with a statutory or
regulatory requirement and the De-
partment’s demand is substantially in
excess of the ultimate decision and is
unreasonable when compared with that
decision. They also describe what pro-
ceedings constitute adversary adju-
dications covered by the Act, what
types of persons and entities may be el-
igible for an award, and what proce-
dures and standards the Department
will use to make a determination as to
whether a party may receive an award.

[48 FR 45252, Oct. 4, 1983, as amended at 69 FR
2845, Jan. 21, 2004]

§13.2

These rules apply to adversary adju-
dications before the Department.

[69 FR 2845, Jan. 21, 2004]

When these rules apply.
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§13.3 Proceedings covered.

(a) These rules apply only to adver-
sary adjudications. For the purpose of
these rules, only an adjudication re-
quired to be under 5 U.S.C. 554, in
which the position of the Department
or one of its components is represented
by an attorney or other representative
(‘‘the agency’s litigating party’’) who
enters an appearance and participates
in the proceeding, constitutes an ad-
versary adjudication. These rules do
not apply to proceedings for the pur-
pose of establishing or fixing a rate or
for the purpose of granting, denying, or
renewing a license.

(b) If the agency’s litigating party
enters an appearance, Department pro-
ceedings listed in Appendix A to this
part are covered by these rules. Also
covered are any other proceedings
under statutes that incorporate by ref-
erence the procedures of sections
1128(f), 1128A(c)(2), or 1842(j)(2) of the
Social Security Act, 42 U.S.C. 1320a—
7(f), 1320a-7a(c)(2), or 1395u(j)(2). If a
proceeding is not covered under either
of the two previous sentences, a party
may file a fee application as otherwise
required by this part and may argue
that the Act covers the proceeding.
Any coverage issue shall be determined
by the adjudicative officer and, if nec-
essary, by the appellate authority on
review.

(c) If a proceeding is covered by these
rules, but also involves issues excluded
under paragraph (a) of this section
from the coverage of these rules, reim-
bursement is available only for fees
and expenses resulting from covered
issues.

[45 FR 45252, Oct. 4, 1983, as amended at 69 FR
2845, Jan. 21, 2004]

§13.4 Eligibility of applicants.

(a) To be eligible for an award of at-
torney fees and other expenses under
these regulations, the applicant must
be a party, as defined in 5 U.S.C. 551(3),
to the adversary adjudication for which
it seeks an award. An applicant must
show that it meets all conditions of eli-
gibility set out in this subpart and in
Subpart B.

(b) The categories of eligible appli-
cants are as follows:
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(1) Charitable or other tax-exempt or-
ganizations described in section
501(c)(3) of the Internal Revenue Code
(26 U.S.C. 501(c)(3)) with not more than
500 employees;

(2) Cooperative associations as de-
fined in section 15(a) of the Agricul-
tural Marketing Act (12 U.S.C. 1141j(a))
with not more than 500 employees;

(3) Individuals with a net worth of
not more than $2 million;

(4) Sole owners of unincorporated
businesses if the owner has a net worth
of not more than $7 million, including
both personal and business interests,
and if the business has not more than
500 employees;

(5) All other partnerships, corpora-
tions, associations, local governmental
units, and public and private organiza-
tions with a net worth of not more
than $7 million and with not more than
500 employees; and

(6) Where an award is sought on the
basis stated in §13.5(c) of this part,
small entities as defined in 5 U.S.C. 601.

(c) For the purpose of determining
eligibility, the net worth and number
of employees of an applicant is cal-
culated as of the date the proceeding
was initiated. The net worth of an ap-
plicant is determined by generally ac-
cepted accounting principles.

(d) Whether an applicant who owns
an unincorporated business will be con-
sidered as an ‘‘individual’”’ or a ‘‘sole
owner of an unincorporated business”
will be determined by whether the ap-
plicant’s participation in the pro-
ceeding is related primarily to indi-
vidual interests or to business inter-
ests.

(e) The employees of an applicant in-
clude all those persons regularly pro-
viding services for remuneration for
the applicant, under the applicant’s di-
rection and control. Part-time employ-
ees shall be included on a proportional
basis.

(f) The net worth and number of em-
ployees of the applicant and all of its
affiliates shall be aggregated to deter-
mine eligibility. Any individual, cor-
poration or other entity that directly
or indirectly controls or owns a major-
ity of the voting shares or other inter-
est of the applicant, or any corporation
or other entity of which the applicant
directly or indirectly owns or controls
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a majority of the voting shares or
other interest, will be considered an af-
filiate for purposes of this part, unless
the adjudicative officer determines
that such treatment would be unjust
and contrary to the purposes of the Act
in light of the actual relationship be-
tween the affiliated entities. In addi-
tion, the adjudicative officer may de-
termine that financial relationships of
the applicant other than those de-
scribed in this paragraph constitute
special circumstances that would make
an award unjust.

(g) An applicant is not eligible if it
appears from the facts and cir-
cumstances that it has participated in
the proceedings only or primarily on
behalf of other persons or entities that
are ineligible.

[48 FR 45252, Oct. 4, 1983, as amended at 69 FR
2846, Jan. 21, 2004]

§13.5 Standards for awards.

(a) An award of fees and expenses
may be made either on the basis that
the Department’s position in the pro-
ceeding was not substantially justified
or on the basis that, in a proceeding to
enforce compliance with a statutory or
regulatory requirement, the Depart-
ment’s demand substantially exceeded
the ultimate decision and was unrea-
sonable when compared with that deci-
sion. These two bases are explained in
greater detail in paragraphs (b) and (c)
of this section.

(b) Awards where the Department’s po-
sition was not substantially justified. (1)
Awards will be made on this basis only
where the Department’s position in the
proceeding was not substantially justi-
fied. The Department’s position in-
cludes, in addition to the position
taken by the agency in the proceeding,
the agency action or failure to act that
was the basis for the proceeding.
Whether the Department’s position was
substantially justified is to be deter-
mined on the basis of the administra-
tive record as a whole. The fact that a
party has prevailed in a proceeding
does not create a presumption that the
Department’s position was not sub-
stantially justified. The burden of
proof as to substantial justification is
on the agency’s litigating party, which
may avoid an award by showing that
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its position was reasonable in law and
fact.

(2) When two or more matters are
joined together for one hearing, each of
which could have been heard separately
(without regard to laws or rules fixing
a jurisdictional minimum amount for
claims), and an applicant has prevailed
with respect to one or several of the
matters, an eligible applicant may re-
ceive an award for expenses associated
only with the matters on which it pre-
vailed if the Department’s position on
those matters was not substantially
justified.

(3) Awards for fees and expenses in-
curred before the date on which a pro-
ceeding was initiated will be made only
if the applicant can demonstrate that
they were reasonably incurred in prep-
aration for the proceeding.

(4) Awards will be reduced or denied
if the applicant has unduly or unrea-
sonably protracted the proceeding or if
other special circumstances make an
award unjust.

(c) Awards where the Department’s de-
mand was substantially excessive and un-
reasonable. (1) Awards will be made on
this basis only where the adversary ad-
judication arises from the Depart-
ment’s action to enforce a party’s com-
pliance with a statutory or regulatory
requirement. An award may be made
on this basis only if the Department’s
demand that led to the proceeding was
substantially in excess of the ultimate
decision in the proceeding, and that de-
mand is unreasonable when compared
with that decision, given all the facts
and circumstances of the case.

(2) Any award made on this basis
shall be limited to the fees and ex-
penses that are primarily related to de-
fending against the excessive nature of
the demand. An award shall not in-
clude fees and expenses that are pri-
marily related to defending against the
merits of charges, or fees and expenses
that are primarily related to defending
against the portion of the demand that
was not excessive, to the extent that
these fees and expenses are distinguish-
able from the fees and expenses pri-
marily related to defending against the
excessive nature of the demand.

(3) Awards will be denied if the party
has committed a willful violation of
law or otherwise acted in bad faith, or
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if special circumstances make

award unjust.

an

[48 FR 45252, Oct. 4, 1983, as amended at 69 FR
2846, Jan. 21, 2004]

§13.6 Allowable fees and expenses.

(a) Awards will be limited to the
rates customarily charged by persons
engaged in the business of acting as at-
torneys, agents and expert witnesses. If
a party has already received, or is eli-
gible to receive, reimbursement for any
expenses under another statutory pro-
vision or another program allowing re-
imbursement, its award under these
rules must be reduced by the amount
the prevailing party has already re-
ceived, or is eligible to receive, from
the Federal government.

(b) An award for the fees of an attor-
ney or agent may not exceed $125.00 per
hour, regardless of the actual rate
charged by the attorney or agent. An
award for the fees of an expert witness
may not exceed the highest rate at
which the Department pays expert wit-
nesses, which is $24.09 per hour, regard-
less of the actual rates charged by the
witness. These limits apply only to
fees; an award may include the reason-
able expenses of the attorney, agent, or
witness as a separate item, if the attor-
ney, agent or witness ordinarily
charges separately for such expenses.

(c) In determining the reasonableness
of the fees sought for attorneys, agents
or expert witnesses, the adjudicative
officer must consider factors bearing
on the request, which include, but are
not limited to:

(1) If the attorney, agent or witness
is in private practice, his or her cus-
tomary fee for like services; if the at-
torney, agent or witness is an em-
ployee of the applicant, the fully allo-
cated cost of service;

(2) The prevailing rate for similar
services in the community in which the
attorney, agent or witness ordinarily
performs services;

(3) The time actually spent in the
representation of the applicant;

(4) The time reasonably spent in light
of the difficulty or complexity of the
issues in the proceeding; and
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(5) Such other factors as may bear on
the value of the services provided.

[48 FR 45252, Oct. 4, 1983, as amended at 69 FR
2846, Jan. 21, 2004]

§13.7 Studies, exhibits, analyses, engi-
neering reports, tests and projects.

The reasonable cost (or the reason-
able portion of the cost) for any study,
exhibit, analysis, engineering report,
test, project or similar matter prepared
on behalf of a party may be awarded to
the extent that:

(a) The charge for the service does
not exceed the prevailing rate payable
for similar services,

(b) The study or other matter was
necessary to the preparation for the
administrative proceeding, and

(c) The study or other matter was
prepared for use in connection with the
administrative proceeding. No award
will be made for a study or other mat-
ter which was necessary to satisfy stat-
utory or regulatory requirements, or
which would ordinarily be conducted as
part of the party’s business irrespec-
tive of the administrative proceeding.

Subpart B—Information Required
from Applicants

§13.10 Contents of application.

(a) Applications for an award of fees
and expenses must include:

(1) The name of the applicant and the
identification of the proceeding;

(2) Where an award is sought on the
basis stated in §13.5(b) of this part, a
declaration that the applicant believes
it has prevailed, and an identification
of the position of the Department that
the applicant alleges was not substan-
tially justified. Where an award is
sought on the basis stated in §13.5(c) of
this part, an identification of the stat-
utory or regulatory requirement that
the applicant alleges the Department
was seeking to enforce, and an identi-
fication of the Department’s demand
and of the document or documents con-
taining that demand;

(3) Unless the applicant is an indi-
vidual, a statement of the number of
its employees on the date on which the
proceeding was initiated, and a brief
description of the type and purpose of
its organization or business. However,
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where an award is sought solely on the
basis stated in §13.5(c) of this part, the
applicant need not state the number of
its employees;

(4) A description of any affiliated in-
dividuals or entities, as the term ‘‘af-
filiate”’ is defined in §13.4(f), or a state-
ment that none exist;

(5) A statement that the applicant’s
net worth as of the date on which the
proceeding was initiated did not exceed
the appropriate limits as stated in
§13.4(b) of this part. However, an appli-
cant may omit this statement if:

(i) It attaches a copy of a ruling by
the Internal Revenue Service that it
qualifies as an organization described
in section 501(c)(3) of the Internal Rev-
enue Code (26 U.S.C. 501(c)(3)) or, in the
case of a tax-exempt organization not
required to obtain a ruling from the In-
ternal Revenue Service on its exempt
status, a statement that describes the
basis for the applicant’s belief that it
qualified under such section;

(i1) It states that it is a cooperative
association as defined in section 15(a)
of the Agricultural Marketing Act (12
U.S.C. 1141j(a)); or

(iii) It states that it is applying for
an award solely on the basis stated in
§13.5(c) of this part, and that it is a
small entity as defined in 5 U.S.C. 601,
and it describes the basis for its belief
that it qualifies as a small entity under
that section.

(6) A statement of the amount of fees
and expenses for which an award is
sought;

(7) A declaration that the applicant
has not received, has not applied for,
and does not intend to apply for reim-
bursement of the cost of items listed in
the Statement of Fees and Expenses
under any other program or statute; or
if the applicant has received or applied
for or will receive or apply for reim-
bursement of those expenses under an-
other program or statute, a statement
of the amount of reimbursement re-
ceived or applied for or intended to be
applied for; and

(8) Any other matters the applicant
wishes the Department to consider in
determining whether and in what
amount an award should be made.

(b) All applications must be signed by
the applicant or by an authorized offi-
cer or attorney of the applicant. It
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shall also contain or be accompanied
by a written verification under oath or
under penalty of perjury that the infor-
mation provided in the application is
true and correct.

(Approved by the Office of Management and
Budget under control number 0990-0118)

[48 FR 45252, Oct. 4, 1983, as amended at 69 FR
2846, Jan. 21, 2004]

§13.11 Net worth exhibits.

(a) Each applicant must provide with
its application a detailed exhibit show-
ing the net worth of the applicant and
any affiliates (as defined in §13.4(f) of
this part) when the proceeding was ini-
tiated. This requirement does not
apply to a qualified tax-exempt organi-
zation or cooperative association. Nor
does it apply to a party that states
that it is applying for an award solely
on the basis stated in §13.5(c) of this
part. If any individual, corporation, or
other entity directly or indirectly con-
trols or owns a majority of the voting
shares or other interest of the appli-
cant, or if the applicant directly or in-
directly owns or controls a majority of
the voting shares or other interest of
any corporation or other entity, the
exhibit must include a showing of the
net worth of all such affiliates or of the
applicant including the affiliates. The
exhibit may be in any form convenient
to the applicant that provides full dis-
closure of the applicant’s and its affili-
ates’ assets and liabilities and is suffi-
cient to determine whether the appli-
cant qualifies under the standards in
this part. The adjudicative officer may
require an applicant to file additional
information to determine its eligibility
for an award.

(b) The net worth exhibit shall de-
scribe any transfers of assets from, or
obligations incurred by, the applicant
or any affiliate, occurring in the one
year period prior to the date on which
the proceeding was initiated, that re-
duced the net worth of the applicant
and its affiliates below the applicable
net worth ceiling. If there were no such
transactions, the applicant shall so
state.

(c) Ordinarily, the net worth exhibit
will be included in the public record of
the proceeding. However, an applicant
that objects to public disclosure of in-
formation in any portion of the exhibit
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and believes there are legal grounds for
withholding it from disclosure may
submit that portion of the exhibit di-
rectly to the adjudicative officer in a
sealed envelope labeled ‘‘Confidential
Financial Information,” accompanied
by a motion to withhold the informa-
tion from public disclosure. The mo-
tion shall describe the information
sought to be withheld and explain, in
detail, why it falls within one or more
of the specific exemptions from manda-
tory disclosure under the Freedom of
Information Act, 5 U.S.C. 552(b)(1)-(9),
why public disclosure of the informa-
tion would adversely affect the appli-
cant, and why disclosure is not re-
quired in the public interest. The mate-
rial in question shall be served on
counsel representing the agency
against which the applicant seeks an
award, but need not be served on any
other party to the proceeding. If the
adjudicative officer finds that the in-
formation should not be withheld from
disclosure, it shall be placed in the
public record of the proceeding. Other-
wise, the officer will omit the material
from the public record. In that case,
any decision regarding disclosure of
the material (whether in response to a
request from an agency or person out-
side the Department or on the Depart-
ment’s own initiative) will be made in
accordance with applicable statutes
and Department rules and procedures
for commercial and financial records
which the submitter claims are con-
fidential or privileged. In particular,
this regulation is not a basis for a
promise or obligation of confiden-
tiality.

(Approved by the Office of Management and
Budget under control number 0990-0118)

[48 FR 45252, Oct. 4, 1983, as amended at 69 FR
2846, Jan. 21, 2004]

§13.12 Documentation of fees and ex-
penses.

(a) All applicants must be accom-
panied by full documentation of the
fees and expenses, including the cost of
any study, exhibit, analysis, report,
test or other similar item, for which
the applicant seeks reimbursement.

(b) The documentation shall include
an affidavit from each attorney, agent,
or expert witness representing or ap-
pearing in behalf of the party, stating
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the actual time expended, the rate at
which fees and other expenses were
computed, a description of the specific
services performed, the total amount
claimed, and the total amount paid or
payable by the applicant or by any
other person or entity for the services
provided. Where the adversary adju-
dication includes covered proceedings
(as described in §13.3) as well as ex-
cluded proceedings, or two or more
matters, each of which could have been
heard separately, the fees and expenses
shall be shown separately for each pro-
ceeding or matter, and the basis for al-
locating expenses among the pro-
ceedings or matters shall be indicated.

(1) The affidavit shall itemize in de-
tail the services performed by the date,
number of hours per date and the serv-
ices performed during those hours. In
order to establish the hourly rate, the
affidavit shall state the hourly rate
which is billed and paid by the major-
ity of clients during the relevant time
periods.

(2) If no hourly rate is paid by the
majority of clients because, for in-
stance, the attorney or agent rep-
resents most clients on a contingency
basis, the attorney or agent shall pro-
vide affidavits from two attorneys or
agents with similar experience, who
perform similar work, stating the
hourly rate which they bill and are
paid by the majority of their clients
during a comparable time period.

(c) If the applicant seeks reimburse-
ment of any expenses not covered by
the affidavit described in paragraph
(b), the documentation must also in-
clude an affidavit describing all such
expenses and stating the amounts paid
or payable by the applicant or by any
other person or entity for the services
provided.

(d) The adjudicative officer may re-
quire the applicant to provide vouch-
ers, receipts, or other substantiation
for any fees or expenses claimed, pursu-
ant to §13.25 of this part.

(Approved by the Office of Management and
Budget under control number 0990-0118)

[48 FR 45252, Oct. 4, 1983, as amended at 69 FR
2847, Jan. 21, 2004]
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Subpart C—Procedures for
Considering Applications

§13.21 Filing and service of pleadings.

All pleadings, including applications
for an award of fees, answers, com-
ments, and other pleadings related to
the applications, shall be filed in the
same manner as other pleadings in the
proceeding and served on all other par-
ties and participants, except as pro-
vided in §13.11(b) of this part con-
cerning confidential financial informa-
tion.

§13.22 When an application may be
filed.

(a) The applicant must file and serve
its application no later than 30 cal-
endar days after the Department’s final
disposition of the proceeding which
makes the applicant a prevailing party.

(b) For purposes of this rule, final
disposition means the date on which a
decision or order disposing of the mer-
its of the proceeding or any other com-
plete resolution of the proceeding, such
as a settlement or voluntary dismissal,
becomes final and unappealable, both
within the agency and to the courts.

(c) For purposes of this rule, an appli-
cant has prevailed when the agency has
made a final disposition favorable to
the applicant with respect to any mat-
ter which could have been heard as a
separate proceeding, regardless of
whether it was joined with other mat-
ters for hearing.

(d) If review or reconsideration is
sought or taken, whether within the
agency or to the courts, of a decision
as to which an applicant believes it has
prevailed, proceedings on the applica-
tion shall be stayed pending final dis-
position of the underlying controversy.

[48 FR 45252, Oct. 4, 1983, as amended at 69 FR
2847, Jan. 21, 2004]

§13.23 Responsive pleadings.

(a) The agency’s litigating party
shall file an answer within 30 calendar
days after service of the application or,
where the proceeding is stayed as pro-
vided in §13.22(d) of this part, within 30
calendar days after the final disposi-
tion of the underlying controversy. The
answer shall either consent to the
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award or explain in detail any objec-
tions to the award requested and iden-
tify the facts relied on in support of
the agency’s position. The adjudicative
officer may for good cause grant an ex-
tension of time for filing an answer.

(b) Within 15 calendar days after
service of an answer, the applicant may
file a reply. If the reply is based on any
alleged facts not already in the record
of the proceeding, the applicant shall
include with the reply either sup-
porting affidavits or a request for fur-
ther proceedings under §13.25.

(c) Any party to or participant in a
proceeding may file comments on an
application within 30 calendar days, or
on an answer within 15 calendar days
after service of the application or an-
swer.

[48 FR 45252, Oct. 4, 1983, as amended at 69 FR
2847, Jan. 21, 2004]

§13.24 Settlements.

The applicant and the agency’s liti-
gating party may agree on a proposed
settlement of the award at any time
prior to final action on the application.
If the parties agree on a proposed set-
tlement of an award before an applica-
tion has been filed, the application
shall be filed with the proposed settle-
ment. All settlements must be ap-
proved by the adjudicative officer and
the head of the agency or office or his
or her designee before becoming final.

§13.25

(a) Ordinarily, a decision on an appli-
cation will be made on the basis of the
hearing record and pleadings related to
the application. However, at the re-
quest of either the applicant or the
agency’s litigating party, or on his or
her own initiative, the adjudicative of-
ficer may order further proceedings, in-
cluding an informal conference, oral
argument, additional written submis-
sions, or an evidentiary hearing. Such
further proceedings shall be held only
when necessary for full and fair resolu-
tion of the issues arising from the ap-
plication, and shall be conducted as
promptly as possible. In no such fur-
ther proceeding shall evidence be intro-
duced from outside the administrative
record in order to prove that the De-
partment’s position was, or was not,
substantially justified.

Further proceedings.
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(b) A request that the adjudicative
officer order additional written sub-
missions or oral testimony shall iden-
tify the information sought and shall
explain why the information is nec-
essary to decide the issues.

(c) The adjudicative officer may im-
pose sanctions on any party for failure
to comply with his or her order to file
pleadings, produce documents, or
present witnesses for oral examination.
These sanctions may include but are
not limited to granting the application
partly or completely, dismissing the
application, and diminishing the award
granted.

[48 FR 45252, Oct. 4, 1983, as amended at 69 FR
2847, Jan. 21, 2004]

§13.26 Decisions.

The adjudicative officer shall issue
an initial decision on the application
as promptly as possible after the filing
of the last document or conclusion of
the hearing. The decision must include
written findings and conclusions on the
applicant’s eligibility and status as a
prevailing party, including a finding on
the net worth of the applicant. Where
the adjudicative officer has determined
under §13.11(b) that the applicant’s net
worth information is exempted from
disclosure under the Freedom of Infor-
mation Act, the finding on net worth
shall be kept confidential. The decision
shall also include, if at issue, findings
on whether the agency’s position was
substantially justified, whether the ap-
plicant unduly protracted the pro-
ceedings, an explanation of any dif-
ference between the amount requested
and the amount awarded, and whether
any special circumstances make the
award unjust.

§13.27 Agency review.

(a) The appellate authority for any
proceedings shall be the official or
component that would have jurisdic-
tion over an appeal of the merits.

(b) If either the applicant or the
agency’s litigating party seeks review
of the adjudicative officer’s decision on
the fee application, it shall file and
serve exceptions within 30 days after
issuance of the initial decision. Within
another 30 days after receipt of such
exceptions, the opposing party, if it has
not done so previously, may file its



Department of Health and Human Services

own exceptions to the adjudicative offi-
cer’s decision. The appellate authority
shall issue a final decision on the appli-
cation as soon as possible or remand
the application to the adjudicative offi-
cer for further proceedings. Any party
that does not file and serve exceptions
within the stated time limit loses the
opportunity to do so.

[69 FR 2847, Jan. 21, 2004]

§13.28 Judicial review.

Judicial review of final agency deci-
sions on awards may be obtained as
provided in 5 U.S.C. 504(c)(2).

§13.29 Payment of award.

The notification to an applicant of a
final decision that an award will be
made shall contain the name and ad-
dress of the appropriate Departmental
finance office that will pay the award.
An applicant seeking payment of an
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award shall submit to that finance offi-
cer a copy of the final decision grant-
ing the award, accompanied by a state-
ment that the applicant will not seek
review of the decision in the United
States courts. The Department will
pay the amount awarded to the appli-
cant within 60 days, unless judicial re-
view of the award or of the underlying
decision of the adversary adjudication
has been sought by the applicant or
any other party to the proceedings.

§13.30 Designation of adjudicative of-
ficer.

Upon the filing of an application pur-
suant to §13.11(a), the officer who pre-
sided over the taking of evidence in the
proceeding which gave rise to the ap-
plication will, if available, be auto-
matically designated as the adjudica-
tive officer for the handling of the ap-
plication.

APPENDIX A TO PART 13

Proceedings covered

Statutory authority

Applicable regulations

Office of Inspector General

1. Proceedings to impose civil monetary penalties,
assessments, or exclusions from Medicare and
State health care programs.

10(c);

42 US.C.

(9)@)(A));

42 CFR Part 1003; 42 CFR Part
1005.

1320a-7a(c)(2); 1320b—
1395i-3(b)(3)(B)(ii),
1395/(h)(5)(D), (i)(6);

2. Appeals of exclusions from Medicare and State
health care programs and/or other programs
under the Social Security Act.

3. Appeal of exclusions from programs under the
Social Security Act, for which services may be
provided on the recommendation of a Peer Re-
view Organization.

1395m(a)(11)(A), (a)(18), (b)(5)(C),
()@)(A)ii); 1395u(j)(2), (k), (1)(3),
(m)(@), (n)(3), (P)B)(A);
1395y(b)(3)(C), (b)(6)(B);
1395cc(g);  1395dd(d)(1)(A), (B);
1395mm(i)(6)(B); 1395nn(g)(3), (4);
1395ss(d); 1395bbb(c)(1);
1396b(m)(5)(B);  1396r(b)(3)(B)(ii),
(9@)(A)i); 13961(i)(3); 11131(c);
11137(b)(2).

42 U.S.C. 1320a-7(f); 1395/(h)(5)(D);
1395m(a)(11)(A), (b)(5)(C);

((3),

1395u(j)(2),  (k), (m)(3),
(n)(@), (P)B)(B).
42 U.S.C. 1320c-5(b)(4), (5)

42 CFR Part 1001; 42 CFR Part
1005.

42 CFR Part 1004; 42 CFR Part
1005.

4. Proceedings to impose civil penalties and as- | 31 U.S.C. 3803 ..........ccceviiiiiiciinnnns 45 CFR Part 79.
sessments for false claims and statements.
Centers for Medicare & Medicaid Services

1. Proceedings to suspend or revoke licenses of
clinical laboratories.

2. Proceedings provided to a fiscal intermediary be-
fore assigning or reassigning Medicare providers
to a different fiscal intermediary.

3. Appeals of determinations that an institution or
agency is not a Medicare provider of services,
and appeals of terminations or nonrenewals of
Medicare provider agreements.

42 U.S.C. 263a()); 1395w—2

42 U.S.C. 1395h(e)(1)—(3)

42 U.S.C. 1395cc(h); 1395dd(d)(1)(A)
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42 CFR Part 493, Subpart R.

42 CFR 421.114, 421.128.

42 CFR 489.53(d); 42 CFR Part
498.
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Proceedings covered

Statutory authority

Applicable regulations

4. Proceedings before the Provider Reimbursement
Review Board when Department employees ap-
pear as counsel for the intermediary.

42 U.S.C. 139500

42 CFR Part 405, Subpart R.

5. Appeals of CMS determinations that an inter- | 42 U.S.C. 13961 ......cccccevenirivniienicnne 42 CFR Part 498.
mediate care facility for the mentally retarded
(ICFMR) no longer qualifies as an ICFMR for
Medicaid purposes.
6. Proceedings to impose civil monetary penalties, | 42 uU.Ss.C. 1395i-3(h)(2)(B)(ii); | 42 CFR Part 1003.
assessments, or exclusions from Medicare and 1395/(q)(2)(B)(i); 1395m(a)(11)(A),
State health care programs. (c)(4)(C); 1395w—-2(b)(2)(A);
1395w—4(g)(1), (9)(3)(B),
(9)(@)(B)(ii); 1395nn(g)(5);
1395ss(a)(2),  (P)(®).  (P)(9)(C),

~N

Appeals of exclusions from Medicare and State | 42

(9)(5)(C),
1395bbb(f)(2)(A); 1396r(h)(3)(C)(ii);
1396r-8(b)(3)(B),
13961(j)(2)(C); 1396u(h)(2).
u.s.c.

(NE)(A), (s)(3), (M)

(©)(ii);

1395/(Q)(2)(B)ii); | 42 CFR Part 498; 42 CFR

health care programs and/or other programs
under the Social Security Act.

1395m(a)(11)(A), (c)(5)(C); 1395w~
4(9)(1), (9)(3)(B), (9)(4)(B)(ii).

1001.107.

Food and Drug Administration

. Proceedings to withdraw approval of new drug

21 U.S.C. 355(e)

21 CFR Part 12; 21 CFR

applications.

2. Proceedings to withdraw approval of new animal
drug applications and medicated feed applica-
tions.

3. Proceedings to withdraw approval of medical de-
vice premarket approval applications.

21 U.S.C. 360b(e), (M) ..

21 U.S.C. 306e(e), (9)

314.200.
21 CFR Part 12; 21 CFR Part
514, Subpart B.

21 CFR Part 12.

Office for Civil Rights

1. Proceedings to enforce Title VI of the Civil Rights
Act of 1964, which prohibits discrimination on the
basis of race, color or national origin by recipients
of Federal financial assistance.

. Proceedings to enforce section 504 of the Reha-
bilitation Act of 1973, which prohibits discrimina-
tion on the basis of handicap by recipients of
Federal financial assistance.

. Proceedings to enforce the Age Discrimination

Act of 1975, which prohibits discrimination on the
basis of age by recipients of Federal financial as-

sistance.

Proceedings to enforce Title IX of the Education

Amendments of 1972, which prohibits discrimina-

tion on the basis of sex in certain education pro-

grams by recipients of Federal financial assist-
ance.

n

w

>

42 U.S.C. 2000d—1 ......ceveurrciiinn 45 CFR 80.9.

29 U.S.C. 794a; 42 U.S.C. 2000d—1 .. | 45 CFR 84.61.
42 U.S.C. 6104(2) ..ocovrevrvencirieierinnns 45 CFR 91.47.
20 U.S.C. 1682 .......ccoovevccrcciiie 45 CFR 86.71.

[69 FR 2847, Jan. 21, 2004]

PART 15—UNIFORM RELOCATION
ASSISTANCE AND REAL PROP-
ERTY ACQUISITION FOR FEDERAL
AND FEDERALLY ASSISTED PRO-
GRAMS

AUTHORITY: Sec. 213, Uniform Relocation
Assistance and Real Property Acquisition
Policies Act of 1970, Pub. L. 91-646, 84 Stat.
1894 (42 U.S.C. 4633) as amended by the Sur-
face Transportation and Uniform Relocation
Assistance Act of 1987, Title IV of Pub. L.
100-17, 101 Stat. 246-256 (42 U.S.C. 4601 note).
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§15.1 Uniform relocation assistance
and real property acquisition.

Regulations and procedures for com-
plying with the Uniform Relocation
Assistance and Real Property Acquisi-
tion Policies Act of 1970 (Pub. L. 91-646,
84 Stat. 1894, 42 U.S.C. 4601 et seq.), as
amended by the Surface Transpor-
tation and Uniform Relocation Assist-
ance Act of 1987 (Title IV of Pub. L.
100-17, 101 Stat. 246-256, 42 U.S.C. 4601
note) are set forth in 49 CFR Part 24.

[62 FR 48026, Dec. 17, 1987 and 54 FR 8912,
Mar. 2, 1989]
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PART 16—PROCEDURES OF THE DE-
PARTMENTAL GRANT APPEALS
BOARD

Sec.
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ment of the record.
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16.12 The expedited process.

16.13 Powers and responsibilities.

16.14 How Board review is limited.

16.15 Failure to meet deadlines and other
requirements.
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16.17 Ex parte communications (commu-
nications outside the record).
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16.19 How to calculate deadlines.

16.20 How to submit material to the Board.

16.21 Record and decisions.

16.22 The effect of an appeal.

16.23 How long an appeal takes.

APPENDIX A TO PART 16—WHAT DISPUTES THE
BOARD REVIEWS

AUTHORITY: 5 U.S.C. 301 and secs. 1, 5, 6,
and 7 of Reorganization Plan No. 1 of 1953, 18
FR 2053, 67 Stat. 631 and authorities cited in
the Appendix.

SOURCE: 46 FR 43817, Aug. 31, 1981, unless
otherwise noted.

§16.1 What this part does.

This part contains requirements and
procedures applicable to certain dis-
putes arising under the HHS programs
described in Appendix A. This part is
designed to provide a fair, impartial,
quick and flexible process for appeal
from written final decisions. This part
supplements the provisions in Part 74
of this title.

§16.2 Definitions.

(a) Board means the Departmental
Grant Appeals Board of the Depart-
ment of Health and Human Services.
Reference below to an action of the
Board means an action of the Chair, an-
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other Board member, or Board staff
acting at the direction of a Board
member. In certain instances, the pro-
visions restrict action to particular
Board personnel, such as the Chair or a
Board member assigned to a case.

(b) Other terms shall have the mean-
ing set forth in Part 74 of this title, un-
less the context below otherwise re-
quires.

§16.3 When these procedures become
available.

Before the Board will take an appeal,
three circumstances must be present:

(a) The dispute must arise under a
program which uses the Board for dis-
pute resolution, and must meet any
special conditions established for that
program. An explanation is contained
in Appendix A.

(b) The appellant must have received
a final written decision, and must ap-
peal that decision within 30 days after
receiving it. Details of how final deci-
sions are developed and issued, and
what must be in them, are contained in
45 CFR 74.304.

(c) The appellant must have ex-
hausted any preliminary appeal process
required by regulation. For example,
see 42 CFR part 50 (subpart D) for Pub-
lic Health Service programs. In such
cases, the final written decision required
for the Board’s review is the decision
resulting from the preliminary review
or appeal process. Appendix A contains
further details.

[46 FR 43817, Aug. 31, 1981, as amended at 62
FR 38218, July 17, 1997]

§16.4 Summary of procedures below.

The Board’s basic process is review of
a written record (which both parties
are given ample opportunity to de-
velop), consisting of relevant docu-
ments and statements submitted by
both parties (see §16.8). In addition, the
Board may hold an informal conference
(see §16.10). The informal conference
primarily involves questioning of the
participants by a presiding Board mem-
ber. Conferences may be conducted by
telephone conference call. The written
record review also may be supple-
mented by a hearing involving an op-
portunity for examining evidence and
witnesses, cross-examination, and oral
argument (see §16.11). A hearing is
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more expensive and time-consuming
than a determination on the written
record alone or with an informal con-
ference. Generally, therefore, the
Board will schedule a hearing only if
the Board determines that there are
complex issues or material facts in dis-
pute, or that the Board’s review would
otherwise be significantly enhanced by
a hearing. Where the amount in dispute
is $25,000 or less, there are special expe-
dited procedures (see §16.12 of this
part). In all cases, the Board has the
flexibility to modify procedures to en-
sure fairness, to avoid delay, and to ac-
commodate the peculiar needs of a
given case. The Board makes maximum
feasible use of preliminary informal
steps to refine issues and to encourage
resolution by the parties. The Board
also has the capability to provide me-
diation services (see §16.18).

§16.5

(a) The Board’s professional staff
consists of a Chair (who is also a Board
member) and full- and part-time Board
members, all appointed by the Sec-
retary; and a staff of employees and
consultants who are attorneys or per-
sons from other relevant disciplines,
such as accounting.

(b) The Chair will assign a Board
member to have lead responsibility for
each case (the ‘“‘presiding Board mem-
ber”’). The presiding Board member
will conduct the conference or hearing,
if one is held. Each decision of the
Board is issued by the presiding Board
member and two other Board members.

(c) The Board staff assists the pre-
siding Board member, and may request
information from the parties; conduct
telephone conference calls to request
information, to clarify issues, or to
schedule events; and assist in devel-
oping decisions and other documents in
a case.

(d) The Chair will assure that no
Board or staff member will participate
in a case where his or her impartiality
could reasonably be questioned.

(e) The Board’s powers and respon-
sibilities are set forth in §16.13.

How the Board operates.

§16.6 Who represents the parties.

The appellant’s notice of appeal, or
the first subsequent submission to the
Board, should specify the name, ad-
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dress and telephone number of the ap-
pellant’s representative. In its first
submission to the Board and the appel-
lant, the respondent (i.e., the federal
party to the appeal) should specify the
name, address and telephone number of
the respondent’s representative.

§16.7 The first steps in the appeal
process: The notice of appeal and
the Board’s response.

(a) As explained in 45 CFR 74.304, a
prospective appellant must submit a
notice of appeal to the Board within 30
days after receiving the final decision.
The notice of appeal must include a
copy of the final decision, a statement
of the amount in dispute in the appeal,
and a brief statement of why the deci-
sion is wrong.

(b) Within ten days after receiving
the notice of appeal, the Board will
send an acknowledgment, enclose a
copy of these procedures, and advise
the appellant of the next steps. The
Board will also send a copy of the no-
tice of appeal, its attachments, and the
Board’s acknowledgment to the re-
spondent. If the Board Chair has deter-
mined that the appeal does not meet
the conditions of §16.3 or if further in-
formation is needed to make this de-
termination, the Board will notify the
parties at this point.

§16.8 The next step in the appeal proc-
ess: Preparation of an appeal file
and written argument.

Except in expedited cases (generally
those of $25,000 or less; see §16.12 for de-
tails), the appellant and the respondent
each participate in developing an ap-
peal file for the Board to review. Each
also submits written argument in sup-
port of its position. The responsibil-
ities of each are as follows:

(a) The appellant’s responsibility. With-
in 30 days after receiving the acknowl-
edgment of the appeal, the appellant
shall submit the following to the Board
(with a copy to the respondent):

(1) An appeal file containing the doc-
uments supporting the claim, tabbed
and organized chronologically and ac-
companied by an indexed list identi-
fying each document. The appellant
should include only those documents
which are important to the Board’s de-
cision on the issues in the case.
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(2) A written statement of the appel-
lant’s argument concerning why the re-
spondent’s final decision is wrong (ap-
pellant’s brief).

(b) The respondent’s responsibility.
Within 30 days after receiving the ap-
pellant’s submission under paragraph
(a) of this section, the respondent shall
submit the following to the Board
(with a copy to the appellant):

(1) A supplement to the appeal file
containing any additional documents
supporting the respondent’s position,
organized and indexed as indicated
under paragraph (a) of this section. The
respondent should avoid submitting du-
plicates of documents submitted by the
appellant.

(2) A written statement (respondent’s
brief) responding to the appellant’s
brief.

(c) The appellant’s reply. Within 15
days after receiving the respondent’s
submission, the appellant may submit
a short reply. The appellant should
avoid repeating arguments already
made.

(d) Cooperative efforts. Whenever pos-
sible, the parties should try to develop
a joint appeal file, agree to preparation
of the file by one of them, agree to
facts to eliminate the need for some
documents, or agree that one party
will submit documents identified by
the other.

(e) Voluminous documentation. Where
submission of all relevant documents
would lead to a voluminous appeal file
(for example where review of a disputed
audit finding of inadequate documenta-
tion might involve thousands of re-
ceipts), the Board will consult with the
parties about how to reduce the size of
the file.

§16.9 How the Board will promote de-
velopment of the record.

The Board may, at the time it ac-
knowledges an appeal or at any appro-
priate later point, request additional
documents or information; request
briefing on issues in the case; issue or-
ders to show cause why a proposed
finding or decision of the Board should
not become final; hold preliminary
conferences (generally by telephone) to
establish schedules and refine issues;
and take such other steps as the Board

7
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determines appropriate to develop a
prompt, sound decision.

§16.10 Using a conference.

(a) Once the Board has reviewed the
appeal file, the Board may, on its own
or in response to a party’s request,
schedule an informal conference. The
conference will be conducted by the
presiding Board member. The purposes
of the conference are to give the par-
ties an opportunity to make an oral
presentation and the Board an oppor-
tunity to clarify issues and question
both parties about matters which the
Board may not yet fully understand
from the record.

(b) If the Board has decided to hold a
conference, the Board will consult or
correspond with the parties to schedule
the conference, identify issues, and dis-
cuss procedures. The Board will iden-
tify the persons who will be allowed to
participate, along with the parties’ rep-
resentatives, in the conference. The
parties can submit with their briefs
under §16.8 a list of persons who might
participate with them, indicating how
each person is involved in the matter.
If the parties wish, they may also sug-
gest questions or areas of inquiry
which the Board may wish to pursue
with each participant.

(c) Unless the parties and the Board
otherwise agree, the following proce-
dures apply:

(1) Conferences will be recorded at
Department expense. On request, a
party will be sent one copy of the tran-
script. The presiding Board member
will insure an orderly transcript by
controlling the sequence and identi-
fication of speakers.

(2) Only in exceptional circumstances
will documents be received at a con-
ference. Inquiry will focus on material
in the appeal file. If a party finds that
further documents should be in the
record for the conference, the party
should supplement the appeal file, sub-
mitting a supplementary index and
copies of the documents to the Board
and the other party not less than ten
days prior to the conference.

(3) Each party’s representative may
make an oral presentation. Generally,
the only oral communications of other
participants will consist of statements
requested by the Board or responses to
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the Board’s questions. The Board will
allow reply comment, and may allow
short closing statements. On request,
the Board may allow the participants
to question each other.

(4) There will be no post-conference
submissions, unless the Board deter-
mines they would be helpful to resolve
the case. The Board may require or
allow the parties to submit proposed
findings and conclusions.

§16.11 Hearing.

(a) Electing a hearing. If the appellant
believes a hearing is appropriate, the
appellant should specifically request
one at the earliest possible time (in the
notice of appeal or with the appeal
file). The Board will approve a request
(and may schedule a hearing on its own
or in response to a later request) if it
finds there are complex issues or mate-
rial facts in dispute the resolution of
which would be significantly aided by a
hearing, or if the Board determines
that its decisionmaking otherwise
would be enhanced by oral presen-
tations and arguments in an adversary,
evidentiary hearing. The Board will
also provide a hearing if otherwise re-
quired by law or regulation.

(b) Preliminary conference before the
hearing. The Board generally will hold
a prehearing conference (which may be
conducted by telephone conference
call) to consider any of the following:
the possibility of settlement; simpli-
fying and clarifying issues; stipulations
and admissions; limitations on evi-
dence and witnesses that will be pre-
sented at the hearing; scheduling the
hearing; and any other matter that
may aid in resolving the appeal. Nor-
mally, this conference will be con-
ducted informally and off the record;
however, the Board, after consulting
with the parties, may reduce results of
the conference to writing in a docu-
ment which will be made part of the
record, or may transcribe proceedings
and make the transcript part of the
record.

(c) Where hearings are held. Hearings
generally are held in Washington, DC.
In exceptional circumstances, the
Board may hold the hearing at an HHS
Regional Office or other convenient fa-
cility near the appellant.
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(d) Conduct of the hearing. (1) The pre-
siding Board member will conduct the
hearing. Hearings will be as informal
as reasonably possible, keeping in mind
the need to establish an orderly record.
The presiding Board member generally
will admit evidence unless it is deter-
mined to be clearly irrelevant, imma-
terial or unduly repetitious, so the par-
ties should avoid frequent objections to
questions and documents. Both sides
may make opening and closing state-
ments, may present witnesses as
agreed upon in the prehearing con-
ference, and may cross-examine. Since
the parties have ample opportunity to
develop a complete appeal file, a party
may introduce an exhibit at the hear-
ing only after explaining to the satis-
faction of the presiding Board member
why the exhibit was not submitted ear-
lier (for example, because the informa-
tion was not available).

(2) The Board may request the par-
ties to submit written statements of
witnesses to the Board and each other
prior to the hearing so that the hearing
will primarily be concerned with cross-
examination and rebuttal.

(3) False statements of a witness may
be the basis for criminal prosecution
under sections 287 and 1001 of Title 18
of the United States Code.

(4) The hearing will be recorded at
Department expense.

(e) Procedures after the hearing. The
Board will send one copy of the tran-
script to each party as soon as it is re-
ceived by the Board. At the discretion
of the Board, the parties may be re-
quired or allowed to submit post-hear-
ing briefs or proposed findings and con-
clusions (the parties will be informed
at the hearing). A party should note
any major prejudicial transcript errors
in an addendum to its post-hearing
brief (or if no brief will be submitted,
in a letter submitted within a time
limit set by the Board).

§16.12 The expedited process.

(a) Applicability. Where the amount in
dispute is $25,000 or less, the Board will
use these expedited procedures, unless
the Board Chair determines otherwise
under paragraph (b) of this section. If
the Board and the parties agree, the
Board may use these procedures in
cases of more than $25,000.
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(b) Ezxceptions. If there are unique or
unusually complex issues involved, or
other exceptional circumstances, the
Board may use additional procedures.

(c) Regular expedited procedures. (1)
Within 30 days after receiving the
Board’s acknowledgment of the appeal
(see §16.7), each party shall submit to
the Board and the other party any rel-
evant background documents (orga-
nized as required under §16.8), with a
cover letter (generally not to exceed
ten pages) containing any arguments
the party wishes to make.

(2) Promptly after receiving the par-
ties’ submissions, the presiding Board
member will arrange a telephone con-
ference call to receive the parties’ oral
comments in response to each other’s
submissions. After notice to the par-
ties, the Board will record the call. The
Board member will advise the parties
whether any opportunities for further
briefing, submissions or oral presen-
tations will be established. Cooperative
efforts will be encouraged (see §16.8(d)).

(3) The Board may require the parties
to submit proposed findings and con-
clusions.

(d) Special expedited procedures where
there has already been review. Some
HHS components (for example, the
Public Health Service) use a board or
other relatively independent reviewing
authority to conduct a formal prelimi-
nary review process which results in a
written decision based on a record in-
cluding documents or statements pre-
sented after reasonable notice and op-
portunity to present such material. In
such cases, the following rules apply to
appeals of $25,000 or less instead of
those under paragraph (c) of this sec-
tion:

(1) Generally, the Board’s review will
be restricted to whether the decision of
the preliminary review authority was
clearly erroneous. But if the Board de-
termines that the record is inadequate,
or that the procedures under which the
record was developed in a given in-
stance were unfair, the Board will not
be restricted this way.

(2) Within 30 days after receiving the
Board’s acknowledgment of appeal (see
§16.7), the parties shall submit the fol-
lowing:

(i) The appellant shall submit to the
Board and the respondent a statement

79

§16.15

why the decision was clearly erro-
neous. Unless allowed by the Board
after consultation with the respondent,
the appellant shall not submit further
documents.

(ii) The respondent shall submit to
the Board the record in the case. If the
respondent has reason to believe that
all materials in the record already are
in the possession of the appellant, the
respondent need only send the appel-
lant a list of the materials submitted
to the Board.

(iii) The respondent may, if it wishes,
submit a statement why the decision
was not clearly erroneous.

(3) The Board, in its discretion, may
allow or require the parties to present
further arguments or information.

§16.13 Powers and responsibilities.

In addition to powers specified else-
where in these procedures, Board mem-
bers have the power to issue orders (in-
cluding ‘‘show cause’’ orders); to exam-
ine witnesses; to take all steps nec-
essary for the conduct of an orderly
hearing; to rule on requests and mo-
tions, including motions to dismiss; to
grant extensions of time for good rea-
sons; to dismiss for failure to meet
deadlines and other requirements; to
close or suspend cases which are not
ready for review; to order or assist the
parties to submit relevant information;
to remand a case for further action by
the respondent; to waive or modify
these procedures in a specific case with
notice to the parties; to reconsider a
Board decision where a party promptly
alleges a clear error of fact or law; and
to take any other action necessary to
resolve disputes in accordance with the
objectives of these procedures.

§16.14 How Board review is limited.

The Board shall be bound by all ap-
plicable laws and regulations.

§16.15 Failure to meet deadlines and
other requirements.

(a) Since one of the objectives of ad-
ministrative dispute resolution is to
provide a decision as fast as possible
consistent with fairness, the Board will
not allow parties to delay the process
unduly. The Board may grant exten-
sions of time, but only if the party
gives a good reason for the delay.
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(b) If the appellant fails to meet any
filing or procedural deadlines, appeal
file or brief submission requirements,
or other requirements established by
the Board, the Board may dismiss the
appeal, may issue an order requiring
the party to show cause why the appeal
should not be dismissed, or may take
other action the Board considers appro-
priate.

(c) If the respondent fails to meet
any such requirements, the Board may
issue a decision based on the record
submitted to that point or take such
other measures as the Board considers
appropriate.

§16.16 Parties to the appeal.

(a) The only parties to the appeal are
the appellant and the respondent. If
the Board determines that a third per-
son is a real party in interest (for ex-
ample, where the major impact of an
audit disallowance would be on the
grantee’s contractor, not on the grant-
ee), the Board may allow the third per-
son to present the case on appeal for
the appellant or to appear with a party
in the case, after consultation with the
parties and if the appellant does not
object.

(b) The Board may also allow other
participation, in the manner and by
the deadlines established by the Board,
where the Board decides that the inter-
venor has a clearly identifiable and
substantial interest in the outcome of
the dispute, that participation would
sharpen issues or otherwise be helpful
in resolution of the dispute, and that
participation would not result in sub-
stantial delay.

§16.17 Ex parte communications (com-
munications outside the record).

(a) A party shall not communicate
with a Board or staff member about
matters involved in an appeal without
notice to the other party. If such com-
munication occurs, the Board will dis-
close it to the other party and make it
part of the record after the other party
has an opportunity to comment. Board
members and staff shall not consider
any information outside the record (see
§16.21 for what the record consists of)
about matters involved in an appeal.

(b) The above does not apply to the
following: Communications among
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Board members and staff; communica-
tions concerning the Board’s adminis-
trative functions or procedures; re-
quests from the Board to a party for a
document (although the material sub-
mitted in response also must be given
to the other party); and material which
the Board includes in the record after
notice and an opportunity to comment.

§16.18 Mediation.

(a) In cases pending before the Board.
If the Board decides that mediation
would be useful to resolve a dispute,
the Board, in consultation with the
parties, may suggest use of mediation
techniques and will provide or assist in
selecting a mediator. The mediator
may take any steps agreed upon by the
parties to resolve the dispute or clarify
issues. The results of mediation are not
binding on the parties unless the par-
ties so agree in writing. The Board will
internally insulate the mediator from
any Board or staff members assigned to
handle the appeal.

(b) In other cases. In any other grants
dispute, the Board may, within the
limitations of its resources, offer per-
sons trained in mediation skills to aid
in resolving the dispute. Mediation
services will only be offered at the re-
quest, or with the concurrence, of a re-
sponsible federal program official in
the program under which the dispute
arises. The Board will insulate the me-
diator if any appeal subsequently
arises from the dispute.

§16.19 How to calculate deadlines.

In counting days, include Saturdays,
Sundays, and holidays; but if a due
date would fall on a Saturday, Sunday
or Federal holiday, then the due date is
the next Federal working day.

§16.20 How to submit material to the
Board.

(a) All submissions should be ad-
dressed as follows: Departmental Grant
Appeals Board, Room 2004, Switzer
Building, 330 C Street SW., Wash-
ington, DC 20201.

(b) All submissions after the notice of
appeal should identify the Board’s
docket number (the Board’s acknowl-
edgement under §16.7 will specify the
docket number).
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(c) Unless the Board otherwise speci-
fies, parties shall submit to the Board
an original and two copies of all mate-
rials. Each submission other than the
notice of appeal, must include a state-
ment that one copy of the materials
has been sent to the other party, iden-
tifying when and to whom the copy was
sent.

(d) Unless hand delivered, all mate-
rials should be sent to the Board and
the other party by certified or reg-
istered mail, return receipt requested.

(e) The Board considers material to
be submitted on the date when it is
postmarked or hand delivered to the
Board.

§16.21 Record and decisions.

(a) Each decision is issued by three
Board members (see §16.5(b)), who base
their decision on a record consisting of
the appeal file; other submissions of
the parties; transcripts or other
records of any meetings, conferences or
hearings conducted by the Board; writ-
ten statements resulting from con-
ferences; evidence submitted at hear-
ings; and orders and other documents
issued by the Board. In addition, the
Board may include other materials
(such as evidence submitted in another
appeal) after the parties are given no-
tice and an opportunity to comment.

(b) The Board will promptly notify
the parties in writing of any disposi-
tion of a case and the basis for the dis-
position.

§16.22 The effect of an appeal.

(a) General. Until the Board disposes
of an appeal, the respondent shall take
no action to implement the final deci-
sion appealed.

(b) Exceptions. The respondent may—

(1) Suspend funding (see §74.114 of
this title);

(2) Defer or disallow other claims
questioned for reasons also disputed in
the pending appeal;

(3) In programs listed in Appendix A,
B.(a)(1), implement a decision to dis-
allow Federal financial participation
claimed in expenditures reported on a
statement of expenditures, by recov-
ering, withholding or offsetting pay-
ments, if the decision is issued before
the reported expenditures are included
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in the calculation of a subsequent
grant; or

(4) Take other action to recover,
withhold, or offset funds if specifically
authorized by statute or regulation.

§16.23 How long an appeal takes.

The Board has established general
goals for its consideration of cases, as
follows (measured from the point when
the Board receives the first submission
after the notice of appeal):

—For regular review based on a written
record under §16.8, 6 months. When a con-
ference under §16.10 is held, the goal re-
mains at 6 months, unless a requirement
for post-conference briefing in a particular
case renders the goal unrealistic.

—For cases involving a hearing under §16.11,
9 months.

—For the expedited process under §16.12, 3
months.

These are goals, not rigid require-
ments. The paramount concern of the
Board is to take the time needed to re-
view a record fairly and adequately in
order to produce a sound decision. Fur-
thermore, many factors are beyond the
Board’s direct control, such as unfore-
seen delays due to the parties’ negotia-
tions or requests for extensions, how
many cases are filed, and Board re-
sources. On the other hand, the parties
may agree to steps which may shorten
review by the Board; for example, by
waiving the right to submit a brief, by
agreeing to shorten submission sched-
ules, or by electing the expedited proc-
ess.

APPENDIX A TO PART 16—WHAT
DISPUTES THE BOARD REVIEWS

A. What this Appendix covers.

This appendix describes programs which
use the Board for dispute resolution, the
types of disputes covered, and any conditions
for Board review of final written decisions
resulting from those disputes. Disputes
under programs not specified in this appen-
dix may be covered in a program regulation
or in a memorandum of understanding be-
tween the Board and the head of the appro-
priate HHS operating component or other
agency responsible for administering the
program. If in doubt, call the Board. Even
though a dispute may be covered here, the
Board still may not be able to review it if
the limits in paragraph F apply.

B. Mandatory grant programs.

(a) The Board reviews the following types

of final written decisions in disputes arising
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in HHS programs authorizing the award of
mandatory grants:

(1) Disallowances under Titles I, IV, VI, X,
XIV, XVI(AABD), XIX, and XX of the Social
Security Act, including penalty disallow-
ances such as those under sections 403(g) and
1903(g) of the Act and fiscal disallowances
based on quality control samples.

(2) Disallowances in mandatory grant pro-
grams administered by the Public Health
Service, including Title V of the Social Secu-
rity Act.

(3) Disallowances in the programs under
sections 113 and 132 of the Developmental
Disabilities Act.

(4) Disallowances under Title III of the
Older American Act.

(5) Decisions relating to repayment and
withholding under block grant programs as
provided in 45 CFR 96.52.

(6) Decisions relating to repayment and
withholding under State Legalization Im-
pact Assistance Grants as provided in 45 CFR
402.24 and 402.25.

(b) In some of these disputes, there is an
option for review by the head of the granting
agency prior to appeal to the Board. Where
an appellant has requested review by the
agency head first, the ‘‘final written deci-
sion” required by §16.3 for purposes of Board
review will generally be the agency head’s
decision affirming the disallowance. If the
agency head declines to review the disallow-
ance or if the appellant withdraws its re-
quest for review by the agency head, the
original disallowance decision is the ‘final
written decision.” In the latter cases, the 30-
day period for submitting a notice of appeal
begins with the date of receipt of the notice
declining review or with the date of the
withdrawal letter.

C. Direct, discretionary project programs.

(a) The Board reviews the following types
of final written decisions in disputes arising
in any HHS program authorizing the award
of direct, discretionary project grants or co-
operative agreements:

(1) A disallowance or other determination
denying payment of an amount claimed
under an award, or requiring return or set-
off of funds already received. This does not
apply to determinations of award amount or
disposition of unobligated balances, or selec-
tion in the award document of an option for
disposition of program-related income.

(2) A termination for failure to comply
with the terms of an award.

(3) A denial of a noncompeting continu-
ation award under the project period system
of funding where the denial is for failure to
comply with the terms of a previous award.

(4) A voiding (a decision that an award is
invalid because it was not authorized by
statute or regulation or because it was
fraudulently obtained).

(b) Where an HHS component uses a pre-
liminary appeal process (for example, the
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Public Health Service), the ‘‘final written
decision’ for purposes of Board review is the
decision issued as a result of that process.

D. Cost allocation and rate disputes.

The Board reviews final written decisions
in disputes which may affect a number of
HHS programs because they involve cost al-
location plans or rate determinations. These
include decisions related to cost allocation
plans negotiated with State or local govern-
ments and negotiated rates such as indirect
cost rates, fringe benefit rates, computer
rates, research patient care rates, and other
special rates.

E. SSI agreement disputes.

The Board reviews disputes in the Supple-
mental Security Income (SSI) program aris-
ing under agreements for Federal adminis-
tration of State supplementary payments
under section 1616 of the Social Security Act
or mandatory minimum supplements under
section 212 of Pub. L. 93-66. In these cases,
the Board provides an opportunity to be
heard and offer evidence at the Secretarial
level of review as set out in the applicable
agreements. Thus, the ‘‘final written deci-
sion” for purposes of Board review is that de-
termination appealable to the Secretary
under the agreement.

F. Where Board review is not available.

The Board will not review a decision if a
hearing under 5 U.S.C. 554 is required by
statute, if the basis of the decision is a viola-
tion of applicable civil rights or non-
discrimination laws or regulations (for ex-
ample, Title VI of the Civil Rights Act), or if
some other hearing process is established
pursuant to statute.

G. How the Board determines whether it will re-
view a case.

Under §16.7, the Board Chair determines
whether an appeal meets the requirements of
this Appendix. If the Chair finds that there is
some question about this, the Board will re-
quest the written opinion of the HHS compo-
nent which issued the decision. Unless the
Chair determines that the opinion is clearly
erroneous, the Board will be bound by the
opinion. If the HHS component does not re-
spond within a time set by the Chair, or can-
not determine whether the Board clearly
does or does not have jurisdiction, the Board
will take the appeal.

[46 FR 43817, Aug. 31, 1981, as amended at 47
FR 29492, July 6, 1982; 53 FR 17864, Mar. 10,
1988; 62 FR 38218, July 17, 1997]

PART 17—RELEASE OF ADVERSE
INFORMATION TO NEWS MEDIA

Sec.

17.1 Definition.

17.2 Basic policy.

17.3 Precautions to be taken.
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17.4 Regulatory investigations and trial-
type proceedings.

17.5 Context to be reflected.

17.6 Advance notice.

17.7 Retractions or corrections.

AUTHORITY: 5 U.S.C. 301.

SOURCE: 41 FR 3, Jan. 2, 1976, unless other-
wise noted.

§17.1 Definition.

Adverse information released by an
agency means any statement or release
by the Department or any principal op-
erating component made to the news
media inviting public attention to an
action or a finding by the Department
or principal operating component of
the Department which may adversely
affect persons or organizations identi-
fied therein. This part does not apply
to nor is it affected by any disclosure
of records to the public in response to
requests made under the Freedom of
Information Act (Pub. L. 90-23). The
criteria for such disclosures are set
forth in the Department’s Public Infor-
mation Regulation (45 CFR Part 5).

§17.2 Basic policy.

All adverse information release to
news media shall be factual in content
and accurate in description. Dispar-
aging terminology not essential to the
content and purpose of the publicity
shall be avoided.

§17.3 Precautions to be taken.

The issuing organization shall take
reasonable precautions to assure that
information released is accurate and
that its release fulfills an authorized
purpose.

§17.4 Regulatory investigations and
trial-type proceedings.

Adverse information relating to regu-
latory investigations of specifically
identified persons or organizations or
to pending agency trial-type pro-
ceedings shall be released only in lim-
ited circumstances in accordance with
the criteria outlined below:

(a) Where the Department or a prin-
cipal operating component determines
that there is a significant risk that the
public health or safety may be im-
paired or substantial economic harm
may occur unless the public is notified
immediately, it may release informa-
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tion to news media as one of the means
of notifying the affected public speed-
ily and accurately. However, where the
Department or principal operating
component determines that public
harm can be avoided by immediate dis-
continuance of an offending practice, a
respondent shall be allowed an oppor-
tunity, where feasible, to cease the
practice (pending a legal test) in lieu of
release of adverse information by the
agency.

(b) Where it is required in order to
bring notice of pending agency adju-
dication to persons likely to desire to
participate therein or likely to be af-
fected by that or a related adjudica-
tion, the Department or principal oper-
ating component shall rely on the news
media to the extent necessary to pro-
vide such notice even though it may be
adverse to a respondent.

§17.5 Context to be reflected.

The authority for and the character
of the information shall be made clear,
where appropriate, the release shall ex-
plain the nature of any studies per-
formed, the sources of relevant data,
the areas in which administrative find-
ings of fact were made, and whether
the information is based on allegations
subject to subsequent adjudication.

§17.6 Advance notice.

Any respondent or prospective re-
spondent in an agency proceeding
shall, if practicable and consistent
with the nature of the proceeding, be
given advance notice of information to
be released about the proceeding and a
reasonable opportunity to prepare in
advance a response to the information
released.

§17.7 Retractions or corrections.

Where the Assistant Secretary for
Public Affairs finds that information
released by the Department was mis-
leading or a misstatement of fact and
any person named therein requests a
retraction or correction, the Depart-
ment shall issue a retraction or correc-
tion in the same manner to all of the
media outlets that received the origi-
nal information (or as many of them as
is feasible). Where information shown
to be misleading or misstatement of
fact has been released by a principal
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operating component of the Depart-
ment and any person named therein re-
quests a retraction or correction, the
agency head shall issue a retraction or
correction in the same manner to all of
the media outlets that received the
original information (or as many of
them as is feasible).

PART 30—CLAIMS COLLECTION

Subpart A—General Provisions

Sec.

30.1 Purpose, authority, and scope.

30.2 Definitions.

30.3 Antitrust, fraud, exception in the ac-
count of an accountable official, and
interagency claims excluded.

30.4 Compromise, waiver, or disposition

under other statutes not precluded.

Other administrative remedies.
Form of payment.

Subdivision of claims.

Required administrative proceedings.
No private rights created.

Subpart B—Standards for the
Administrative Collection of Debts

30.5
30.6
30.7
30.8
30.9

30.10
30.11

Collection activities.

Demand for payment.

30.12 Administrative offset.

30.13 Debt reporting and the use of credit
reporting agencies.

30.14 Contracting with private collection
contractors and with entities that locate
and recover unclaimed assets.

30.15 Suspension or revocation of eligibility
for loans and loan guarantees, licenses,
permits or privileges.

30.16 Liquidation of collateral.

30.17 Collection in installments.

30.18 Interest, penalties, and administrative
costs.

30.19 Review of cost effectiveness of collec-
tion.

30.20 Taxpayer information.

Subpart C—Debt Compromise

30.21
30.22
30.23
30.24

Scope and application.

Basis for compromise.

Enforcement policy.

Joint and several liability.

30.25 Further review of compromise offers.

30.26 Consideration of tax consequences to
the Government.

30.27 Mutual release of the debtor and the
Government.

Subpart D—Suspending and Terminating
Collection Activities

30.28 Scope and application.
30.29 Suspension of collection activity.
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30.30 Termination of collection activity.

30.31 Exception to termination.

30.32 Discharge of indebtedness; reporting
requirements.

Subpart E—Referrals to the Department of
Justice

30.33
30.34
30.35
30.36

AUTHORITY: 31 U.S.C. 3711(d).

SOURCE: 72 FR 10409, Mar. 8, 2007, unless
otherwise noted.

Prompt referral.

Claims Collection Litigation Report.
Preservation of evidence.

Minimum amount of referrals.

Subpart A—General Provisions

§30.1 Purpose, authority, and scope.

(a) Purpose. This part prescribes the
standards and procedures for the De-
partment’s use in the administrative
collection, offset, compromise, and sus-
pension or termination of collection
activity for claims for funds or prop-
erty, as defined by 31 U.S.C. 3701(b) and
this part. Covered activities include
the collection of debts in any amount;
the compromise and suspension or ter-
mination of collection activity of debts
that do not exceed $100,000, or such
higher amount as the Attorney General
may prescribe, exclusive of interest,
penalties, and administrative costs;
and the referral of debts to the Depart-
ment of the Treasury (Treasury), the
Treasury-designated debt collection
centers, or the Department of Justice
(Justice) for collection by further ad-
ministrative action or litigation, as ap-
plicable.

(b) Authority. The Secretary is
issuing the regulations in this part
under the authority contained in 31
U.S.C. 3711(d). The standards and proce-
dures prescribed in this part are au-
thorized under the Federal Claims Col-
lection Act, as amended, Public Law
No. 89-508, 80 Stat. 308 (July 19, 1966),
the Debt Collection Act of 1982, Public
Law No. 97-365, 96 Stat. 1749 (October
25, 1982), the Debt Collection Improve-
ment Act of 1996, Public Law No. 104-
134, 110 Stat. 1321, 1358 (April 26, 1996)
and the Federal Claims Collection
Standards at 31 CFR parts 900 through
904.

(c) Scope. (1) The standards and pro-
cedures prescribed in this part apply to
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all officers and employees of the De-
partment, including officers and em-
ployees of the various Operating Divi-
sions and Regional Offices of the De-
partment, charged with the collection
and disposition of debts owed to the
United States.

(2) The standards and procedures set
forth in this part will be applied except
where specifically excluded herein or
where a statute, regulation or contract
prescribes different standards or proce-
dures.

(3) Regulations governing the use of
certain debt collection procedures cre-
ated under the Debt Collection Im-
provement Act of 1996, including tax
refund offset, administrative wage gar-
nishment, and Federal salary offset,
are contained in parts 31 through 33 of
this chapter.

§30.2. Definitions.

In this part—

Administrative offset means with-
holding funds payable by the United
States to, or held by the United States
for, a person to satisfy a debt.

Agency means a department, agency,
court, court administrative office, or
instrumentality in the executive, judi-
cial, or legislative branch of the Gov-
ernment, including Government cor-
porations.

Appropriate official means the Depart-
ment official who, by statute or delega-
tion of authority, determines the exist-
ence and amount of debt.

Business day means Monday through
Friday. For purposes of computation,
the last day of the period will be in-
cluded unless it is a Federal holiday, in
which case the next business day fol-
lowing the holiday will be considered
the last day of the period.

Claim see the definition for the term
“‘debt.” The terms ‘‘claim” and ‘‘debt”
are synonymous and interchangeable.

Creditor agency means an agency to
which a debt is owed, including a debt
collection center acting on behalf of a
creditor agency.

Day means calendar day. For pur-
poses of computation, the last day of
the period will be included unless it is
a Saturday, Sunday, or a Federal holi-
day, in which case the next business
day will be considered the last day of
the period.
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Debt or claim means an amount of
funds or other property determined by
an appropriate official of the Federal
Government to be owed to the United
States from any person, organization,
or entity, except another Federal agen-
cy. For the purpose of administrative
offset, the term includes an amount
owed by an individual to a State, the
District of Columbia, American Samoa,
Guam, the United States Virgin Is-
lands, the Commonwealth of the North-
ern Mariana Islands, or the Common-
wealth of Puerto Rico. Debts include,
but are not limited to, amounts owed
pursuant to: Loans insured or guaran-
teed by the United States; fees; leases;
rents; royalties; services; sales of real
or personal property; Federal salary
overpayments; overpayments to pro-
gram beneficiaries, contractors, pro-
viders, suppliers, and grantees; audit
disallowance determinations; civil pen-
alties and assessments; theft or loss;
interest; fines and forfeitures (except
those arising under the Uniform Code
of Military Justice); and all other simi-
lar sources.

Debt collection center means the De-
partment of the Treasury, or other
Federal agency, subagency, unit, or di-
vision designated by the Secretary of
the Treasury to collect debts owed to
the United States.

Debtor means an individual, organiza-
tion, association, partnership, corpora-
tion, or State or local government or
subdivision indebted to the Govern-
ment, or the person or entity with
legal responsibility for assuming the
debtor’s obligation.

Debts arising under the Social Security
Act are overpayments to, or contribu-
tions, reimbursements, penalties or as-
sessments owed by, any entity, indi-
vidual, or State under the Social Secu-
rity Act. Such amounts include
amounts owed to the Medicare program
under section 1862(b) of the Social Se-
curity Act. Salary overpayments and
other debts that result from the admin-
istration of the provisions of the Social
Security Act are not deemed to ‘‘arise
under’’ the Social Security Act for pur-
poses of this part.

Delinquent debt means a debt which
the debtor does not pay or otherwise
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resolve by the date specified in the ini-
tial demand for payment, or in an ap-
plicable written repayment agreement
or other instrument, including a post-
delinquency repayment agreement.

Department means the Department of
Health and Human Services, and its
Operating Divisions and Regional Of-
fices.

Disbursing official means an officer or
employee who has authority to dis-
burse public money pursuant to 31
U.S.C. 3321 or another law.

Disposable pay means that part of the
debtor’s current basic, special, incen-
tive, retired, and retainer pay, or other
authorized pay, remaining after deduc-
tion of amounts required by law to be
withheld. For purposes of calculating
disposable pay, legally required deduc-
tions that must be applied first in-
clude: Tax levies pursuant to the Inter-
nal Revenue Code (title 26, United
States Code); properly withheld taxes,
FICA, Medicare; health and life insur-
ance premiums; and retirement con-
tributions. Amounts deducted under
garnishment orders, including child
support garnishment orders, are not le-
gally required deductions for calcu-
lating disposable pay.

Evidence of service means information
retained by the Department indicating
the nature of the document to which it
pertains, the date of mailing of the
document, and the address and name of
the debtor to whom it is being sent. A
copy of the dated and signed written
notice provided to the debtor pursuant
to this part may be considered evidence
of service for purposes of this part. Evi-
dence of service may be retained elec-
tronically so long as the manner of re-
tention is sufficient for evidentiary
purposes.

FMS means the Financial Manage-
ment Service, a bureau of the Depart-
ment of the Treasury.

Hearing means a review of the docu-
mentary evidence to confirm the exist-
ence or amount of a debt or the terms
of a repayment schedule. If the Sec-
retary determines that the issues in
dispute cannot be resolved by such a
review, such as when the validity of
the claim turns on the issue of credi-
bility or veracity, the Secretary may
provide an oral hearing. (See 45 CFR
33.6(c)(2) for oral hearing procedures
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that may be provided by the Sec-
retary).

IRS means the Internal Revenue
Service, a bureau of the Department of
the Treasury.

Late charges means interest, pen-
alties, and administrative costs re-
quired or permitted to be assessed on
delinquent debts.

Legally enforceable means that there
has been a final agency determination
that the debt, in the amount stated, is
due and there are no legal bars to col-
lection action.

Local govermment means a political
subdivision, instrumentality, or au-
thority of any State, the District of
Columbia, American Samoa, Guam, the
United States Virgin Islands, the Com-
monwealth of the Northern Mariana Is-
lands, or the Commonwealth of Puerto
Rico, or an Indian tribe, band or na-
tion.

Operating Division means each sepa-
rate component, agency, subagency,
and unit within the Department of
Health and Human Services, including,
but not limited to, the Administration
for Children and Families, the Admin-
istration on Aging, the Centers for Dis-
ease Control and Prevention, the Cen-
ters for Medicare & Medicaid Services,
the Food and Drug Administration, the
National Institutes of Health, Sub-
stance Abuse and Mental Health Serv-
ices Administration, Indian Health
Service, Health Resources and Services
Administration, Agency for Toxic Sub-
stances and Disease Registry, Agency
for Healthcare Research and Quality,
and the Office of the Secretary.

OPM means the Office of Personnel
Management.

Payment authoricing agency means an
agency that transmits a voucher to a
disbursing official for the disbursement
of public money.

Payments made under the Social Secu-
rity Act means payments by this De-
partment or other agencies to bene-
ficiaries, ©providers, intermediaries,
physicians, suppliers, carriers, States,
or other contractors or grantees under
a Social Security Act program, includ-
ing: Title I (Grants to States for Old-
Age Assistance for the Aged); Title II
(Federal Old-Age, Survivors, and Dis-
ability Insurance Benefits); Title III
(Grants to States for Unemployment
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Compensation Administration); Title
IV (Grants to States for Aid and Serv-
ices to Needy Families with Children
and for Child-Welfare Services); Title V
(Maternal and Child Health Services
Block Grant); Title IX (Miscellaneous
Provisions Relating to Employment
Security); Title X (Grants to States for
Aid to the Blind); Title XI, Part B
(Peer Review of the Utilization and
Quality of Health Care Services); Title
XII (Advances to State Unemployment
Funds); Title XIV (Grants to States for
Aid to Permanently and Totally Dis-
abled); Title XVI (Grants to States for
Aid to the Aged, Blind, and Disabled);
Title XVII (Grants for Planning Com-
prehensive Action to Combat Mental
Retardation); Title XVIII (Health In-
surance for the Aged and Disabled);
Title XIX (Grants to States for Medical
Assistance Programs); Title XX (Block
Grants to States for Social Services);
and Title XXI (State Children’s Health
Insurance Program). Federal employee
salaries and other payments made by
the Department or other agencies in
the course of administering the provi-
sions of the Social Security Act are not
deemed to be ‘“‘payable under’” the So-
cial Security Act for purposes of this
part.

Private collection contractors means
private debt collection under contract
with the Department to collect a
nontax debt or claim owed to the De-
partment. The term includes private
debt collectors, collection agencies,
and commercial attorneys.

Salary offset means an administrative
offset to collect a debt owed by a Fed-
eral employee through deductions at
one or more officially established pay
intervals from the current pay account
of the employee without his or her con-
sent.

Secretary means the Secretary of
Health and Human Services, or the
Secretary’s designee.

Tazxpayer identification number means
the identifying number described under
section 6109 of the Internal Revenue
Code of 1986 (26 U.S.C. 6109). For an in-
dividual, the taxpayer identifying
number is the individual’s Social Secu-
rity Number.

Tax refund offset means withholding
or reducing a tax refund payment by an
amount necessary to satisfy a debt.
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§30.3 Antitrust, fraud, exception in
the account of an accountable offi-
cial, and interagency claims ex-
cluded.

(a) Claims involving antitrust violations
or fraud. (1) The standards in this part
relating to compromise, suspension,
and termination of collection activity
do not apply to any debt based in whole
or in part on conduct in violation of
antitrust laws, or to any debt involving
fraud, presentation of a false claim, or
misrepresentation on the part of the
debtor or any party having an interest
in the claim, unless the Department of
Justice returns a referred claim to the
Department for further handling in ac-
cordance with parts 31 CFR 900 through
904 and this part.

(2) Upon identification of a debt sus-
pected of involving an antitrust viola-
tion or fraud, a false claim, misrepre-
sentation, or other criminal activity or
misconduct, the Secretary shall refer
the debt to the Office of the Inspector
General for review.

(3) Upon the determination of the Of-
fice of the Inspector General that a
claim is based in whole or in part on
conduct in violation of the antitrust
laws, or involves fraud, the presen-
tation of a false claim, or misrepresen-
tation on the part of the debtor or any
party having an interest in the claim,
the Secretary shall promptly refer the
case to the Department of Justice for
action.

(b) Ezxception in the account of an ac-
countable official. The standards in this
part do not apply to compromise of an
exception in the account of an account-
able official.

(c) Interagency claims. This part does
not apply to claims between Federal
agencies. The Department will attempt
to resolve interagency claims by nego-
tiation in accordance with EO 12146.

§30.4 Compromise, waiver, or disposi-
tion under other statutes not pre-
cluded.

Nothing in this part precludes the
Department from disposing of any
claim under statutes and implementing
regulations other than subchapter II of
chapter 37 of Title 31 of the United
States Code and the Federal Claims
Collection Standards, 31 CFR parts 900
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through 904. Any statute and imple-
menting regulation specifically appli-
cable to the claims collection activi-
ties of the Department will take prece-
dence over this part.

§30.5 Other administrative remedies.

The remedies and sanctions available
under this part for collecting debts are
not intended to be exclusive. Nothing
contained in this part precludes using
any other administrative remedy
which may be available for collecting
debts owed to the Department, such as
converting the method of payment
under a grant from an advancement to
a reimbursement method or revoking a
grantee’s letter-of-credit.

§30.6 Form of payment.

Claims may be paid in the form of
money or, when a contractual basis ex-
ists, the Department may demand the
return of specific property or the per-
formance of specific services.

§30.7 Subdivision of claims.

Debts may not be subdivided to avoid
the monetary ceiling established by 31
U.S.C. 3711(a)(2). A debtor’s liability
arising from a particular transaction
or contract shall be considered a single
debt in determining whether the debt,
exclusive of interest, penalties and ad-
ministrative costs, does not exceed
$100,000, or such higher amount as pre-
scribed by the Attorney General for
purposes of compromise, or suspension
or termination of collection activity.

§30.8 Required
ceedings.

This part does not supersede, or re-
quire omission or duplication of admin-
istrative proceedings required by con-
tract, or other laws or regulations. See
for example, 42 CFR part 50 (Public
Health Service), 45 CFR part 16 (De-
partmental Grant Appeals Board), and
48 CFR part 33 (Federal Acquisition
Regulation) and part 333 (HHS Acquisi-
tion Regulation).

administrative pro-

§30.9 No private rights created.

The standards in this part do not cre-
ate any right or benefit, substantive or
procedural, enforceable at law or in eq-
uity by a party against the United
States, the Department, its officers, or
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any other person, nor shall the failure
of the Department to comply with any
of the provisions of this part be avail-
able to any debtor as a defense.

Subpart B—Standards for the
Administrative Collection of Debts

§30.10 Collection activities.

(a) General rule. The Secretary shall
aggressively and timely collect all
debts arising out of activities of, or re-
ferred or transferred for collection ac-
tions to, the Department. Normally, an
initial written demand for payment
shall be made no later than 30 days
after a determination by an appro-
priate official that a debt exists.

(b) Cooperation with other agencies.
The Department shall cooperate with
other agencies in their debt collection
activities.

(c) Transfer of delinquent debts. (1)
Mandatory transfer. The Department
shall transfer legally enforceable debts
180 days or more delinquent to Treas-
ury in accordance with the require-
ments of 31 CFR 285.12. This require-
ment does not apply to any debt that:

(i) Is in litigation or foreclosure;

(ii) Will be disposed of under an ap-
proved asset sale program within one
year of becoming eligible for sale;

(iii) Has been referred to a private
collection contractor for a period of
time acceptable to the Secretary of the
Treasury;

(iv) Is at a debt collection center for
a period of time acceptable to the Sec-
retary of the Treasury (see paragraph
(c)(2) of this section);

(v) Will be collected under internal
offset procedures within three years
after the debt first became delinquent;
or

(vi) Is exempt from this requirement
based on a determination by the Sec-
retary of the Treasury that exemption
for a certain class of debt is in the best
interest of the United States.

(2) Permissive transfer. The Secretary
may refer debts less than 180 days de-
linquent, including debts referred to
the Department by another agency, to
the Treasury in accordance with the
requirements of 31 CFR 285.12, or with
the consent of the Treasury, to a
Treasury-designated debt collection
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center to accomplish efficient, cost ef-
fective debt collection. Referrals to
debt collection centers shall be at the
discretion of, and for a time period ac-
ceptable to, the Secretary of the Treas-
ury. Referrals may be for servicing,
collection, compromise, suspension, or
termination of collection action.

§30.11 Demand for payment.

(a) Written demand for payment. (1)
Written demand, as described in para-
graph (b) of this section, shall be made
promptly upon a debtor in terms that
inform the debtor of the consequences
of failing to cooperate with the Depart-
ment to resolve the debt.

(2) Normally, the demand letter will
be sent no later than 30 days after the
appropriate official determines that
the debt exists. The demand letter
shall be sent by first class mail to the
debtor’s last known address.

(3) When necessary to protect the
Government’s interest, for example to
prevent the running of a statute of lim-
itations, the written demand for pay-
ment may be preceded by other appro-
priate action under this part, including
immediate referral to Justice for liti-
gation.

(b) Demand letters. The specific con-
tent, timing, and number of demand
letters shall depend upon the type and
amount of the debt and the debtor’s re-
sponse, if any, to the Department’s let-
ters or telephone calls. Generally, one
demand letter should suffice; however,
more may be used.

(1) The written demand for payment
shall include the following informa-
tion:

(i) The nature and amount of the
debt, including the basis for the indebt-
edness;

(ii) The date by which payment
should be made to avoid late charges
and enforced collection, which gen-
erally shall be no later than 30 days
from the date the demand letter is
mailed;

(iii) The applicable standards for im-
posing any interest, penalties, or ad-
ministrative costs (see §30.18);

(iv) The rights, if any, the debtor
may have to:

(A) Seek review of the Department’s
determination of the debt, and for pur-
poses of administrative wage garnish-
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ment or salary offset, to request a
hearing (see 45 CFR parts 32 and 33);
and

(B) Enter into a reasonable repay-
ment agreement.

(v) An explanation of how the debtor
may exercise any of the rights de-
scribed in paragraph (b)(1)(iv) of this
section;

(vi) The name, address, and phone
number of a contact person or office
within the Department to address any
debt-related matters; and

(vii) The Department’s remedies to
enforce payment of the debt, which
may include:

(A) Garnishing the debtor’s wages
through administrative wage garnish-
ment;

(B) Offsetting any Federal payments
due the debtor, including income tax
refunds, salary, certain benefit pay-
ments such as Social Security, retire-
ment, and travel reimbursements and
advances;

(C) Referring the debt to a private
collection contractor;

(D) Reporting the debt to a credit bu-
reau or other automated database;

(E) Referring the debt to Justice for
litigation; and

(F) Referring the debt to Treasury
for any of the collection actions de-
scribed in paragraphs (b)(1)(vii)(A)
through (E) of this section, advising
the debtor that such referral is manda-
tory if the debt is 180 or more days de-
linquent.

(2) The written demand for payment
should also include the following infor-
mation:

(i) The debtor’s right to inspect and
copy all records of the Department per-
taining to the debt, or if the debtor or
the debtor’s representative cannot per-
sonally inspect the records, to request
and receive copies of such records;

(ii) The Department’s willingness to
discuss with the debtor alternative
methods of payment;

(iii) A debtor delinquent on a debt is
ineligible for Government loans, loan
guarantees, or loan insurance until the
debtor resolves the debt;

(iv) When seeking to collect statu-
tory penalties, forfeiture or other simi-
lar types of claim, the debtor’s li-
censes, permits, or other privileges
may be suspended or revoked if failure
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to pay the debt is inexcusable or will-
ful. Such suspension or revocation
shall extend to programs or activities
administered by the States on behalf of
the Federal Government, to the extent
that they affect the Federal Govern-
ment’s ability to collect money or
funds owed by debtors;

(v) Knowingly making false state-
ments or bringing frivolous actions
may subject the debtor to civil or
criminal penalties under 31 U.S.C. 3729-
3731, 18 U.S.C. 286, 287, 1001, and 1002, or
any other applicable statutory author-
ity, and, if the debtor is a Federal em-
ployee, to disciplinary action under 5
CFR part 752 or other applicable au-
thority;

(vi) Any amounts collected and ulti-
mately found not to have been owed by
the debtor will be refunded;

(vii) For salary offset, up to 15% of
the debtor’s current disposable pay
may be deducted every pay period until
the debt is paid in full; and

(viii) Dependent upon applicable stat-
utory authority, the debtor may be en-
titled to consideration for a waiver.

(c) The Secretary will retain evi-
dence of service indicating the date of
mailing of the demand letter. The evi-
dence of service, which may include a
certificate of service, may be retained
electronically so long as the manner of
retention is sufficient for evidentiary
purposes.

(d) Prior to, during, or after the com-
pletion of the demand process, if the
Secretary determines to pursue, or is
required to pursue offset, the proce-
dures applicable to offset should be fol-
lowed (see §30.12). The availability of
funds for debt satisfaction by offset
and the Secretary’s determination to
pursue collection by offset shall release
the Secretary from the necessity of
further compliance with paragraphs
(a), (b), and (c) of this section.

(e) Finding debtors. The Secretary
will use every reasonable effort to lo-
cate debtors, using such sources as
telephone directories, city directories,
postmasters, drivers license records,
automobile title and license records in
State and local government agencies,
the IRS, credit reporting agencies and
skip locator services. Referral of a con-
fess-judgment note to the appropriate
United States Attorney’s Office for
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entry of judgment will not be delayed
because the debtor cannot be located.

(f) Communications from debtors. The
Secretary should respond promptly to
communications from debtor, within 30
days where feasible, and should advise
debtors who dispute debts to furnish
available evidence to support their
contentions.

(g) Exception. This section does not
require duplication of any notice al-
ready contained in a written agree-
ment, letter or other document signed
by, or provided to, the debtor.

§30.12

(a) Scope. (1) Administrative offset is
the withholding of funds payable by
the United States to, or held by the
United States for, a person to satisfy a
debt.

(2) This section does not apply to:

(i) Debts arising under the Social Se-
curity Act, except as provided in 42
U.S.C. 404;

(ii) Payments made under the Social
Security Act, except as provided for in
31 U.S.C. 3716(c), and implementing reg-
ulation at 31 CFR 285.4;

(iii) Debts arising under, or payments
made under, the Internal Revenue Code
or the tariff laws of the United States;

(iv) Offsets against Federal salaries
to the extent these standards are in-
consistent with regulations published
to implement such offsets under 5
U.S.C. 5514 and 31 U.S.C. 3716 (see 5 CFR
part 550, subpart K; 31 CFR 285.7; and
part 33 of this chapter);

(v) Offsets under 31 TU.S.C. 3728
against a judgment obtained by a debt-
or against the United States;

(vi) Offsets or recoupments under
common law, State law, or Federal
statutes specifically prohibiting offsets
or recoupments for particular types of
debts; or

(vii) Offsets in the course of judicial
proceedings, including bankruptcy.

(3) Unless otherwise provided for by
contract or law, debts or payments
that are not subject to administrative
offset under 31 U.S.C. 3716 may be col-
lected by administrative offset under
the common law or other applicable
statutory authority.

(4) Unless otherwise provided by law,
collection by administrative offset
under the authority of 31 U.S.C. 3716

Administrative offset.
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may not be conducted more than 10
years after the Department’s right to
collect the debt first accrued, unless
facts material to the Department’s
right to collect the debt were not
known and could not reasonably have
been known by the Secretary. This lim-
itation does not apply to debts reduced
to judgment.

(6) Where there is reason to believe
that a bankruptcy petition has been
filed with respect to a debtor, the Of-
fice of the General Counsel should be
contacted for legal advice concerning
the impact of the Bankruptcy Code,
particularly 11 U.S.C. 106, 362 and 553,
on pending or contemplated collections
by offset.

(b) Centralized administrative offset. (1)
Except as provided in the exceptions
listed in §30.10(c)(1), legally enforceable
debts which are 180 days delinquent
shall be referred to the Secretary of
the Treasury for collection by central-
ized administrative offset pursuant to
and in accordance with 31 CFR 901.3(b).
Debts which are less than 180 days de-
linquent, including debts referred to
the Department by another agency,
also may be referred to the Secretary
of the Treasury for collection by cen-
tralized administrative offset.

(2) When referring delinquent debts
to the Secretary of the Treasury for
centralized administrative offset, the
Department must certify, in a form ac-
ceptable to the Secretary of the Treas-
ury, that:

(i) The debt is past due and legally
enforceable; and

(ii) The Department has complied
with all due process requirements
under 31 U.S.C. 3716(a) and paragraph
(c)(2) of this section.

(3) Payments that are prohibited by
law from being offset are exempt from
centralized administrative offset. The
Secretary of the Treasury shall exempt
payments under means-tested pro-
grams from centralized administrative
offset when requested in writing by the
head of the payment certifying or au-
thorizing agency. Also, the Secretary
of the Treasury may exempt other
classes of payments from centralized
offset upon the written request of the
head of the payment certifying or au-
thorizing agency.
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(c) Non-centralized administrative off-
set. (1) Unless otherwise prohibited by
law, when centralized administrative
offset under paragraph (b) of this sec-
tion is not available or appropriate, the
Secretary may collect a delinquent
debt by conducting non-centralized ad-
ministrative offset internally or in co-
operation with the agency certifying or
authorizing payments to the debtor.

(2) Except as provided in paragraph
(c)(3) of this section, administrative
offset may be initiated only after:

(i) The debtor has been sent written
notice of the type and amount of the
debt, the intention of the Department
to initiate administrative offset to col-
lect the debt, and an explanation of the
debtor’s rights under 31 U.S.C. 3716; and

(ii) The debtor has been given:

(A) The opportunity to inspect and
copy Department records related to the
debt;

(B) The opportunity for a review
within the Department of the deter-
mination of indebtedness; and

(C) The opportunity to make a writ-
ten agreement to repay the debt.

(3) The due process requirements
under paragraph (c)(2) of this section
may be omitted when:

(i) Offset is in the nature of a
recoupment, i.e., the debt and the pay-
ment to be offset arise out of the same
transaction or occurrence;

(ii) The debt arises under a contract
as set forth in Cecile Industries, Inc. v.
Cheney, 995 F.2d 1052 (Fed. Cir. 1993)
(notice and other procedural protec-
tions set forth in 31 U.S.C. 3716(a) do
not supplant or restrict established
procedures for contractual offsets cov-
ered by the Contracts Disputes Act); or

(iii) In the case of non-centralized ad-
ministrative offset conducted under
paragraph (c)(1) of this section, the De-
partment first learns of the existence
of the amount owed by the debtor when
there is insufficient time before pay-
ment would be made to the debtor/
payee to allow for prior notice and an
opportunity for review. When prior no-
tice and an opportunity for review are
omitted, the Secretary shall give the
debtor such notice and an opportunity
for review as soon as practical and
shall promptly refund any money ulti-
mately found not to have been owed to
the Government.
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(4) When the debtor previously has
been given any of the required notice
and review opportunities with respect
to a particular debt, such as under
§30.11 of this part, the Department
need not duplicate such notice and re-
view opportunities before administra-
tive offset may be initiated.

(5) Before requesting that a payment
authorizing agency to conduct non-cen-
tralized administrative offset, the De-
partment shall:

(i) Provide the debtor with due proc-
ess as set forth in paragraph (c)(2) of
this section; and

(ii) Provide the payment authorizing
agency written certification that the
debtor owes the past due, legally en-
forceable delinquent debt in the
amount stated, and that the Depart-
ment has fully complied with this sec-
tion.

(6) When a creditor agency requests
that the Department, as the payment
authorizing agency, conduct non-cen-
tralized administrative offset, the Sec-
retary shall comply with the request,
unless the offset would not be in the
best interest of the United States with
respect to the program of the Depart-
ment, or would otherwise be contrary
to law. Appropriate use should be made
of the cooperative efforts of other
agencies in effecting collection by ad-
ministrative offset, including salary
offset.

(7) When collecting multiple debts by
non-centralized administrative offset,
the Department will apply the recov-
ered amounts to those debts in accord-
ance with the best interests of the
United States, as determined by the
facts and circumstances of the par-
ticular case, particularly the applica-
ble statute of limitations.

(d) Requests to OPM to offset a debtor’s
anticipated or future benefit payments
under the Civil Service Retirement and
Disability Fund and the Federal Em-
ployee Retirement System. Upon pro-
viding OPM written certification that
a debtor has been afforded the proce-
dures provided in paragraph (c)(2) of
this section, the Department may re-
quest OPM to offset a debtor’s antici-
pated or future benefit payments under
the Civil Service Retirement and Dis-
ability Fund (Fund) in accordance with
5 CFR part 831, subpart R, or under the
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Federal Employee Retirement System
(FERS) in accordance with 5 CFR part
845, subpart D. Upon receipt of such a
request, OPM will identify and ‘‘flag” a
debtor’s account in anticipation of the
time when the debtor requests, or be-
comes eligible to receive, payments
from the Fund or under FERS. This
will satisfy any requirement that offset
be initiated prior to the expiration of
the time limitations referenced in 31
CFR 901.3(b)(4).

(e) Review requirements. (1) For pur-
poses of this section, whenever the Sec-
retary is required to afford a debtor a
review within the Department, the
debtor shall be provided with a reason-
able opportunity for an oral hearing
when the debtor requests reconsider-
ation of the debt and the Secretary de-
termines that the question of the in-
debtedness cannot be resolved by re-
view of the documentary evidence, for
example, when the validity of the debt
turns on an issue of credibility or ve-
racity.

(2) Unless otherwise required by law,
an oral hearing under this section is
not required to be a formal evidentiary
hearing, although the Department will
carefully document all significant mat-
ters discussed at the hearing.

(3) An oral hearing is not required
with respect to debt collection systems
where determinations of indebtedness
rarely involve issues of credibility or
veracity, and the Secretary has deter-
mined that a review of the written
record is adequate to correct prior mis-
takes.

(4) In those cases when an oral hear-
ing is not required by this section, the
Secretary shall accord the debtor a
“paper hearing,” that is, a determina-
tion of the request for reconsideration
based upon a review of the written
record.

§30.13 Debt reporting and use of cred-
it reporting agencies.

(a) Reporting delinquent debts. (1) The
Secretary will report delinquent debts
over $100 to credit bureaus or other
automated databases. Debts arising
under the Social Security Act are ex-
cluded from paragraph (a).

(2) Debts owed by individuals will be
reported to consumer reporting agen-
cies pursuant to 5 U.S.C. 552a(b)(12).
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(3) Once a debt has been referred to
Treasury for collection, any subse-
quent reporting to or updating of a
credit bureau or other automated data-
base may be handled by the Treasury.

(4) Where there is reason to believe
that a bankruptcy petition has been
filed with respect to a debtor, the Of-
fice of the General Counsel should be
contacted for legal advice concerning
the impact of the Bankruptcy Code,
particularly with respect to the appli-
cability of the automatic stay, 11
U.S.C. 362, and the procedures for ob-
taining relief from such stay prior to
proceeding under paragraph (a) of this
section.

(5) If the debtor has not received
prior written notice under §30.11(b), be-
fore reporting a delinquent debt under
this section, the Secretary shall pro-
vide the debtor at least 60 days written
notice of the amount and nature of the
debt; that the debt is delinquent and
the Department intends to report the
debt to a credit bureau (including the
specific information that will be dis-
closed); that the debtor has the right
to dispute the accuracy and validity of
the information being disclosed; and, if
a previous opportunity was not pro-
vided, that the debtor may request re-
view within the Department of the debt
or rescheduling of payment. The Sec-
retary may disclose only the individ-
ual’s name, address, and social security
number and the nature, amount, status
and history of the debt.

(b) Use of credit reporting agencies. The
Secretary may also use credit report-
ing agencies to obtain credit reports to
evaluate the financial status of loan
applicants, potential contractors and
grantees; to determine a debtor’s abil-
ity to repay a debt; and to locate debt-
ors. In the case of an individual, the
Secretary may disclose, as a routine
use under 5 U.S.C 552a(b)(3), only the
individual’s name, address, and Social
Security number and the purpose for
which the information will be used.

§30.14 Contracting with private collec-
tion contractors and with entities
that locate and recover unclaimed
assets.

(a) Subject to the provisions of para-

graph (b) of this section, the Secretary
may contract with private collection
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contractors to recover
debts, provided that:

(1) The Secretary retains the author-
ity to resolve disputes, compromise
debts, suspend or terminate collection
action, and refer debts to Justice for
litigation;

(2) The private collection contractor
is not allowed to offer the debtor, as an
incentive for payment, the opportunity
to pay the debt less the private collec-
tion contractor’s fee unless the Sec-
retary has granted such authority prior
to the offer;

(3) The contract provides that the
private collection contractor is subject
to the Privacy Act of 1974 to the extent
specified in 5 U.S.C. 552a(m), and to ap-
plicable Federal and State laws and
regulations pertaining to debt collec-
tion practices, including but not lim-
ited to the Fair Debt Collection Prac-
tices Act, 15 U.S.C. 1692; and

(4) The private collection contractor
is required to account for all amounts
collected.

(b) The Secretary shall use govern-
ment-wide debt collection contracts to
obtain debt collection services pro-
vided by private collection contractors.
However, the Secretary may refer
debts to private collection contractors
pursuant to a contract between the De-
partment and the private collection
contractor only if such debts are not
subject to the requirement to transfer
debts to the Department of the Treas-
ury for debt collection under 31 U.S.C.
3711(g) and 31 CFR 285.12(e).

(c) Debts arising under the Social Se-
curity Act (which can be collected by
private collection contractors only by
Treasury after the debt has been re-
ferred to Treasury for collection) are
excluded from this section.

(d) The Secretary may fund private
collection contractor contracts in ac-
cordance with 31 U.S.C. 3718(d), or as
otherwise permitted by law. A contract
under paragraph (a) of this section may
provide that the fee a private collec-
tion contractor charges the Depart-
ment for collecting the debt is payable
from the amounts collected.

(e) The Department may enter into
contracts for locating and recovering
assets of the United States including
unclaimed assets. However, before en-
tering into a contract to recover assets

delinquent
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of the United States that may be held
by a State government or financial in-
stitution, the Department must estab-
lish procedures that are acceptable to
the Secretary of Treasury.

(f) The Secretary may enter into con-
tracts for debtor asset and income
search reports. In accordance with 31
U.S.C. 3718(d), such contracts may pro-
vide that the fee a contractor charges
the Department for such services may
be payable from the amounts recov-
ered, unless otherwise prohibited by
statute.

§30.15 Suspension or revocation of eli-
gibility for loans and loan guaran-
tees, licenses, permits, or privileges.

(a)(1) Unless waived by the Secretary,
financial assistance in the form of
loans, loan guarantees, or loan insur-
ance shall not be extended to any per-
son delinquent on a non-tax debt owed
to the United States. This prohibition
does mnot apply to disaster loans.
Grants, cooperative agreements, and
contracts are not considered to be
loans.

(2) The authority to waive the appli-
cation of this section may be delegated
to the Chief Financial Officer and re-
delegated only to the Deputy Chief Fi-
nancial Officer.

(3) States that manage Federal ac-
tivities, pursuant to approval from the
Secretary, should ensure that appro-
priate steps are taken to safeguard
against issuing licences, permits, or
other privileges to debtors who fail to
pay their debts to the Federal Govern-
ment.

(b) The Secretary will report to
Treasury any surety that fails to honor
its obligations under 31 U.S.C. 9305.

(¢) In non-bankruptcy cases, when
seeking to collect statutory penalties,
forfeitures, or other types of claims,
the Secretary may suspend or revoke
licenses, permits, or other privileges of
a delinquent debtor if the failure to
pay the debt is found to be inexcusable
or willful. Such suspension or revoca-
tion will extend to programs or activi-
ties administered by the States on be-
half of the Federal Government, to the
extent that they affect the Federal
Government’s ability to collect money
or funds owed by debtors.
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(d) Where there is reason to believe
that a bankruptcy petition has been
filed with respect to a debtor, before
taking any action to suspend or revoke
under paragraph (c) of this section, the
Office of the General Counsel should be
contacted for legal advice concerning
the impact of the Bankruptcy Code,
particularly 11 U.S.C. 362 and 525,
which may restrict such action.

§30.16 Liquidation of collateral.

(a)(1) The Secretary will liquidate se-
curity or collateral through the exer-
cise of a power of sale in the security
instrument or a non-judicial fore-
closure, and apply the proceeds to the
applicable debt(s), if the debtor fails to
pay the debt(s) within a reasonable
time after demand and if such action is
in the best interests of the United
States.

(2) Collection from other sources, in-
cluding liquidation of security or col-
lateral, is not a prerequisite to requir-
ing payment by a surety, insurer, or
guarantor unless such action is ex-
pressly required by statute or contract.

(3) The Secretary will give the debtor
reasonable notice of the sale and an ac-
counting of any surplus proceeds and
will comply with other requirements
under law or contract.

(b) Where there is reason to believe
that a bankruptcy petition has been
filed with respect to a debtor, the Of-
fice of the General Counsel should be
contacted for legal advice concerning
the impact of the Bankruptcy Code,
particularly with respect to the appli-
cability of the automatic stay, 11
U.S.C. 362, and the procedures for ob-
taining relief from such stay prior to
proceeding under paragraph (a) of this
section.

§30.17 Collection in installments.

(a) Whenever feasible, the total
amount of a debt shall be collected in
one lump sum payment. If a debtor is
financially unable to pay a debt in one
lump sum, either by funds or adminis-
trative offset, the Secretary may ac-
cept payment in regular installments.
The Secretary will obtain financial
statements from debtors who represent
that they are unable to pay in one
lump sum and independently verify
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such representations as described in
§30.22(a)(1).

(b)(1) When the Secretary agrees to
accept payments in regular install-
ments, a legally enforceable written
agreement should be obtained from the
debtor that specifies all the terms and
conditions of the agreement, and that
includes a provision accelerating the
debt in the event of a default.

(2) The size and frequency of the pay-
ments should reasonably relate to the
size of the debt and the debtor’s ability
to pay. Whenever feasible, the install-
ment agreement will provide for full
payment of the debt, including interest
and charges, in three years or less.

(3) In appropriate cases, the agree-
ment should include a provision identi-
fying security obtained from the debtor
for the deferred payments.

§30.18 Interest, penalties, and admin-
istrative costs.

(a) Generally. Except as provided in
paragraphs (g), (h), and (i) of this sec-
tion, the Department shall charge in-
terest, penalties, and administrative
costs on delinquent debts owed to the
United States. These charges shall con-
tinue to accrue until the debt is paid in
full or otherwise resolved through com-
promise, termination, or waiver of the
charges.

(b) Interest. The Department shall
charge interest on delinquent debts
owed the United States as follows:

(1) Interest shall accrue from the
date of delinquency, or as otherwise
provided by law. For debts not paid by
the date specified in the written de-
mand for payment made under §30.11,
the date of delinquency is the date of
mailing of the notice. The date of de-
linquency for an installment payment
is the due date specified in the pay-
ment agreement.

(2) Unless a different rate is pre-
scribed by statute, contract, or a re-
payment agreement, the rate of inter-
est charged shall be the rate estab-
lished annually by the Secretary of the
Treasury pursuant to 31 U.S.C. 3717.
The Department may charge a higher
rate if necessary to protect the rights
of the United States and the Secretary
has determined and documented a
higher rate for delinquent debt is re-
quired to protect the Government’s in-
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terests. Any such higher rate of inter-
est charged will be based on Treasury’s
quarterly rate certification to the U.S.
Public Health Service for delinquencies
in the National Research Services
Awards and the National Health Serv-
ices Corps Scholarship Program. The
Department publishes this rate in the
FEDERAL REGISTER quarterly.

(3) Unless prescribed by statute or
contract, the rate of interest, as ini-
tially charged, shall remain fixed for
the duration of the indebtedness. When
a debtor defaults on a repayment
agreement and seeks to enter into a
new agreement, the Department may
require payment of interest at a new
rate that reflects the Treasury rate in
effect at the time the new agreement is
executed. Interest shall not be com-
pounded, that is, interest shall not be
charged on interest, penalties, or ad-
ministrative costs required by this sec-
tion, unless prescribed by statute or
contract. If, however, the debtor de-
faults on a previous repayment agree-
ment, charges that accrued but were
not collected under the defaulted
agreement shall be added to the prin-
cipal under the new repayment agree-
ment.

(c) Administrative costs. The Depart-
ment shall assess administrative costs
incurred for processing and handling
delinquent debts. The calculation of
administrative costs should be based
on actual costs incurred or a valid esti-
mate of the actual costs. Calculation of
administrative costs shall include all
direct (personnel, supplies, etc.) and in-
direct collection costs, including the
cost of providing a hearing or any
other form of administrative review re-
quested by a debtor, and any costs
charged by a collection agency under
§30.14. These charges will be assessed
monthly, or per payment period,
throughout the period that the debt is
overdue. Such costs may also be in ad-
dition to other administrative costs if
collection is being made for another
Federal agency or unit.

(d) Penalty. Unless otherwise estab-
lished by contract, repayment agree-
ment, or statute, the Secretary will
charge a penalty of six percent a year
on the amount due on a debt that is de-
linquent for more than 90 days. This
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charge shall accrue from the date of de-
linquency.

(e) Cost of living adjustment. When
there is a legitimate reason to do so,
such as when calculating interest and
penalties on a debt would be extremely
difficult because of the age of the debt,
an administrative debt may be in-
creased by the cost of living adjust-
ment in lieu of charging interest and
penalties under this section. Adminis-
trative debt includes, but is not limited
to, a debt based on fines, penalties, and
overpayments, but does not include a
debt based on the extension of Govern-
ment credit, such as those arising from
loans and loan guaranties. The cost of
living adjustment is the percentage by
which the Consumer Price Index for
the month of June of the calendar year
preceding the adjustment exceeds the
Consumer Price Index for the month of
June of the calendar year in which the
debt was determined or last adjusted.
Such increases to administrative debts
shall be computed annually.

(f) Priority. When a debt is paid in
partial or installment payments,
amounts received shall be applied first
to outstanding penalties, second to ad-
ministrative charges, third to interest,
and last to principal.

(g) Waiver. (1) The Secretary shall
waive the collection of interest and ad-
ministrative charges imposed pursuant
to this section on the portion of the
debt that is paid within 30 days after
the date on which interest began to ac-
crue. The Secretary may extend this
30-day period on a case-by-case basis if
the Secretary determines that such ac-
tion is in the best interest of the Gov-
ernment, or otherwise warranted by eq-
uity and good conscience.

(2) The Secretary also may waive in-
terest, penalties, and administrative
charges charged under this section, in
whole or in part, without regard to the
amount of the debt, based on:

(i) The criteria set forth at
§30.22(a)(1) through (4) for the com-
promise of debts; or

(ii) A determination by the Secretary
that collection of these charges is:

(A) Against equity and good con-
science; or

(B) Not in the best interest of the
United States.
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(h) Review. (1) Except as provided in
paragraph (h)(2) of this section, admin-
istrative review of a debt will not sus-
pend the assessment of interest, pen-
alties, and administrative costs. While
agency review of a debt is pending, the
debtor either may pay the debt or be
liable for interest and related charges
on the uncollected debt. When agency
review results in a final determination
that any amount was properly a debt
and the debtor chose to retain the
amount in dispute, the Secretary shall
collect from the debtor the amount de-
termined to be due, plus interest, pen-
alties and administrative costs on such
debt amount, as calculated under this
section, starting from the date the
debtor was first made aware of the debt
and ending when the debt is repaid.

(2) Exception. Interest, penalties, and
administrative cost charges will not be
imposed on a debt for periods during
which collection activity has been sus-
pended under §30.29(c)(1) pending agen-
cy review or consideration of waiver if
statute prohibits collection of the debt
during this period.

(1) Common law or other statutory au-
thority. The Department may impose
and waive interest and related charges
on debts not subject to 31 U.S.C. 3717 in
accordance with the common law or
other statutory authority.

§30.19 Review of cost effectiveness of
collection.

Periodically, the Secretary will com-
pare costs incurred and amounts col-
lected. Data on costs and cor-
responding recovery rates for debts of
different types and in various dollar
ranges will be used to compare the cost
effectiveness of alternative collection
techniques, establish guidelines with
respect to points at which costs of fur-
ther collection efforts are likely to ex-
ceed recoveries, assist in evaluating of-
fers in compromise, and establish min-
imum debt amounts below which col-
lection efforts need not be taken.

§30.20 Taxpayer information.

(a) When attempting to locate a debt-
or in order to collect or compromise a
debt under this part or any other au-
thority, the Secretary may send a re-
quest to Treasury in accordance with
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31 CFR 901.11 to obtain a debtor’s mail-
ing address from the records of the
IRS.

(b) Mailing addresses obtained under
paragraph (a) of this section may be
used to enforce collection of a delin-
quent debt and may be disclosed to
other agencies and to collection agen-
cies for collection purposes.

Subpart C—Debt Compromise

§30.21 Scope and application.

(a) Scope. The standards set forth in
this subpart apply to the compromise
of debts pursuant to 31 U.S.C. 3711. The
Secretary may exercise such com-
promise authority for debts arising out
of activities of, or referred or trans-
ferred for collection services to, the
Department when the amount of the
debt then due, exclusive of interest,
penalties, and administrative costs,
does not exceed $100,000, or any higher
amount authorized by the Attorney
General.

(b) Application. Unless otherwise pro-
vided by law, when the principal bal-
ance of a debt, exclusive of interest,
penalties, and administrative costs, ex-
ceeds $100,000 or any higher amount au-
thorized by the Attorney General, the
authority to accept a compromise rests
with Justice. The Secretary shall
evaluate the compromise offer, using
the factors set forth in this subpart. If
an offer to compromise any debt in ex-
cess of $100,000 is acceptable to the De-
partment, the Secretary shall refer the
debt to the Civil Division or other ap-
propriate litigating division in Justice
using a Claims Collection Litigation
Report (CCLR), which may be obtained
from Justice’s National Central Intake
Facility. The referral shall include ap-
propriate financial information and a
recommendation for the acceptance of
the compromise offer. Justice approval
is not required if the Secretary rejects
a compromise offer.

§30.22 Bases for compromise.

(a) Compromise. The Secretary may
compromise a debt if the full amount
cannot be collected based upon inabil-
ity to pay, inability to collect the full
debt, cost of collection, or doubt debt
can be proven in court.
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(1) Inability to pay. The debtor is un-
able to pay the full amount in a rea-
sonable time, as verified through credit
reports or other financial information.
In determining a debtor’s inability to
pay the full amount of the debt within
a reasonable time, the Secretary will
obtain and verify the debtor’s claim of
inability to pay by using credit reports
or a current financial Statement from
the debtor, executed under penalty of
perjury, showing the debtor’s assets, li-
abilities, income, and expenses. The
Secretary may use a Departmental fi-
nancial information form or may re-
quest suitable forms from Justice or
the local United States Attorney’s Of-
fice. The Secretary also may consider
other relevant factors such as:

(i) Age and health of the debtor;

(ii) Present and potential income;

(iii) Inheritance prospects;

(iv) The possibility that assets have
been concealed or improperly trans-
ferred by the debtor; and

(v) The availability of assets or in-
come that may be realized by enforced
collection proceedings.

(2) Inability to collect full debt. The
Government is unable to collect the
debt in full within a reasonable time by
enforced collection proceedings.

(i) In determining the Government’s
ability to enforce collection, the Sec-
retary will consider the applicable ex-
emptions available to the debtor under
State and Federal law, and may also
consider uncertainty as to the price
the collateral or other property will
bring at a forced sale.

(ii) A compromise effected under this
section should be for an amount that
bears a reasonable relation to the
amount that can be recovered by en-
forced collection procedures, with re-
gard to the exemptions available to the
debtor and the time that collection
will take.

(3) Cost of collection. The cost of col-
lecting the debt does not justify the en-
forced collection of the full amount.

(i) The Secretary may compromise a
debt if the cost of collecting the debt
does not justify the enforced collection
of the full amount. The amount accept-
ed in compromise of such cases may re-
flect an appropriate discount for the
administrative and litigation costs of
collection, with consideration given to
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the time it will take to effect collec-
tion. Collection costs may be a sub-
stantial factor in the settlement of
small debts.

(ii) In determining whether the costs
of collection justify enforced collection
of the full amount, the Secretary will
consider whether continued collection
of the debt, regardless of cost, is nec-
essary to further an enforcement prin-
cipal, such as the Government’s will-
ingness to pursue aggressively default-
ing and uncooperative debtors.

(4) Doubt debt can be proven in court.
There is significant doubt concerning
the Government’s ability to prove its
case in court.

(i) If there is significant doubt con-
cerning the Government’s ability to
prove its case in court for the full
amount claimed, either because of the
legal issues involved or because of a
bona fide dispute as to the facts, then
the amount accepted in compromise of
such cases should fairly reflect the
probabilities of successful prosecution
to judgment, with due regard to the
availability of witnesses and other evi-
dentiary support for the Government’s
claim.

(ii) In determining the litigation
risks involved, the Secretary will con-
sider the probable amount of court
costs and attorney fees pursuant to the
Equal Access to Justice Act, 28 U.S.C.
2412, that may be imposed against the
Government if it is unsuccessful in liti-
gation.

(b) Installments. The Secretary gen-
erally will not accept compromises
payable in installments. This is not an
advantageous form of compromise in
terms of time and administrative ex-
pense. If, however, payment of a com-
promise in installments is necessary,
the Secretary shall, except in the case
of compromises based on paragraph
(a)(4) of this section, obtain a legally
enforceable written agreement pro-
viding that, in the event of default, the
full original principal balance of the
debt prior to compromise, less sums
paid thereon, is reinstated. The Office
of the General Counsel should be con-
sulted concerning the appropriateness
of including such a requirement in the
case of compromises based on para-
graph (a)(4) of this section. Whenever
possible, the Secretary will obtain se-
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curity for repayment in the manner set
forth in subpart B of this part.

§30.23 Enforcement policy.

The Secretary may compromise stat-
utory penalties, forfeitures, or claims
established as an aid to enforcement
and to compel compliance if the De-
partment’s enforcement policy, in
terms of deterrence and securing com-
pliance, present and future, will be ade-
quately served by the Secretary’s ac-
ceptance of the sum to be agreed upon.

§30.24 Joint and several liability.

(a) When two or more debtors are
jointly and severally liable, the Sec-
retary will pursue collection against
all debtors, as appropriate. The Sec-
retary will not attempt to allocate the
burden of payment between the debtors
but will proceed to liquidate the in-
debtedness as quickly as possible.

(b) The Secretary will ensure that a
compromise agreement with one debtor
does not automatically release the De-
partment’s claim against the remain-
ing debtor(s). The amount of a com-
promise with one debtor shall not be
considered a precedent or binding in
determining the amount that will be
required from other debtors jointly and
severally liable on the claim.

§30.25 Further review of compromise
offers.

If the Secretary is uncertain whether
to accept a firm, written, substantive
compromise offer on a debt that is
within the Secretary’s delegated com-
promise authority, the Secretary may
refer the offer to the Civil Division or
other appropriate litigating division in
Justice, using a CCLR accompanied by
supporting data and particulars con-
cerning the debt. Justice may act upon
such an offer or return it to the Sec-
retary with instructions or advice.

§30.26 Consideration of tax con-
sequences to the Government.
In negotiating a compromise, the

Secretary will consider the tax con-
sequences to the Government. In par-
ticular, the Secretary will consider re-
quiring a waiver of tax-loss-carry-for-
ward and tax-loss-carry-back rights of
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the debtor. For information on dis-
charge of indebtedness reporting re-
quirements see §30.32.

§30.27 Mutual release of the debtor
and the Government.

In all appropriate instances, a com-
promise that is accepted by the Sec-
retary will be implemented by means
of a mutual release. The terms of such
mutual release shall provide that the
debtor is released from further non-tax
liability on the compromised debt in
consideration of payment in full of the
compromise amount and the Govern-
ment and its officials, past and present,
are released and discharged from any
and all claims and causes of action
arising from the same transaction that
the debtor may have. In the event a
mutual release is not executed when a
debt is compromised, unless prohibited
by law, the debtor is still deemed to
have waived any and all claims and
causes of action against the Govern-
ment and its officials related to the
transaction giving rise to the com-
promised debt.

Subpart D—Suspending and
Terminating Collection Activities

§30.28 Scope and application.

(a) Scope. The standards set forth in
this subpart apply to the suspension or
termination of collection activity pur-
suant to 31 U.S.C. 3711 on debts that do
not exceed $100,000, or such other
amount as the Attorney General may
direct, exclusive of interest, penalties,
and administrative costs, after deduct-
ing the amount of partial payments or
collections, if any. Prior to referring a
debt to Justice for litigation, the Sec-
retary may suspend or terminate col-
lection under this subpart with respect
to debts arising out of activities of, or
referred or transferred for collection
services to, the Department.

(b) Application. (1) If, after deducting
the amount of partial payments or col-
lections, the principal amount of the
debt exceeds $100,000, or such other
amount as the Attorney General may
direct, exclusive of interest, penalties,
and administrative costs, the authority
to suspend or terminate rests solely
with Justice.
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(2) If the Secretary believes that sus-
pension or termination of any debt in
excess of $100,000 may be appropriate,
the Secretary shall refer the debt to
the Civil Division or other appropriate
litigating division in Justice, using the
CCLR. The referral will specify the rea-
sons for the Secretary’s recommenda-
tion. If, prior to referral to Justice, the
Secretary determines that a debt is
plainly erroneous or clearly without
merit, the Secretary may terminate
collection activity regardless of the
amount involved without obtaining
Justice concurrence.

§30.29 Suspension of collection activ-
ity.

(a) Generally. The Secretary may sus-
pend collection activity on a debt
when:

(1) The Department cannot locate the
debtor;

(2) The debtor’s financial condition is
expected to improve; or

(3) The debtor has requested a waiver
or review of the debt.

(b) Financial condition. Based on the
current financial condition of a debtor,
the Secretary may suspend collection
activity on a debt when the debtor’s fu-
ture prospects justify retention of the
debt for periodic review and collection
activity, and:

(1) The applicable statute of limita-
tions has not expired;

(2) Future collection can be effected
by administrative offset, notwith-
standing the expiration of the applica-
ble statute of limitations for litigation
of claims, with due regard to the 10-
year limitation for administrative off-
set prescribed by 31 U.S.C. 3716(e)(1); or

(3) The debtor agrees to pay interest
on the amount of the debt on which
collection will be suspended, and such
suspension is likely to enhance the
debtor’s ability to pay the full amount
of the principal of the debt with inter-
est at a later date.

(c) Waiver or review. (1) The Secretary
shall suspend collection activity during
the time required for consideration of
the debtor’s request for waiver or ad-
ministrative review of the debt if the
statute under which the request is
sought prohibits the Secretary from
collecting the debt during that time.
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(2) If the statute under which the
waiver or administrative review re-
quest is sought does not prohibit col-
lection activity pending consideration
of the request, the Secretary may use
discretion, on a case-by-case basis, to
suspend collection. Collection action
ordinarily will be suspended upon a re-
quest for waiver or review if the Sec-
retary is prohibited by statute or regu-
lation from issuing a refund of
amounts collected prior to agency con-
sideration of the debtor’s request. How-
ever, collection will not be suspended
when the Secretary determines that
the request for waiver or review is friv-
olous or was made primarily to delay
collection.

(d) Bankruptcy. Upon learning that a
bankruptcy petition has been filed with
respect to a debtor, in most cases the
Secretary must suspend collection ac-
tivity on the debt, pursuant to the pro-
visions of 11 U.S.C. 362, 1201, and 1301,
unless the Secretary can clearly estab-
lish that the automatic stay has been
lifted or is no longer in effect. The Of-
fice of the General Counsel should be
contacted immediately for legal ad-
vice, and the Secretary will take the
necessary legal steps to ensure that no
funds or money are paid by the Depart-
ment to the debtor until relief from the
automatic stay is obtained.

§30.30 Termination of collection activ-
ity.

(a) The Secretary may terminate col-
lection activity when:

(1) The Department is unable to col-
lect any substantial amount through
its own efforts or through the efforts of
others;

(2) The Department is unable to lo-
cate the debtor;

(3) Costs of collection are anticipated
to exceed the amount recoverable;

(4) The debt is legally without merit
or enforcement of the debt is barred by
any applicable statute of limitations;

(5) The debt cannot be substantiated;
or

(6) The debt against the debtor has
been discharged in bankruptcy.

(b)(1) Collection activity will not be
terminated before the Secretary has
pursued all appropriate means of col-
lection and determined, based upon the

45 CFR Subtitle A (10-1-08 Edition)

results of the collection activity, that
the debt is uncollectible.

(2) Termination of collection activity
ceases active collection of the debt.
The termination of collection activity
does not preclude the Secretary from
retaining a record of the account for
purposes of:

(i) Selling the debt, if the Secretary
of the Treasury determines that such
sale is in the best interest of the
United States;

(ii) Pursuing collection at a subse-
quent date in the event there is a
change in the debtor’s status or a new
collection tool becomes available;

(iii) Offsetting against future income
or assets not available at the time of
termination of collection activity; or

(iv) Screening future applicants for
prior indebtedness.

(c) Generally, the Secretary shall ter-
minate collection activity on a debt
that has been discharged in bank-
ruptcy, regardless of the amount. The
Secretary may continue collection ac-
tivity, however, subject to the provi-
sions of the Bankruptcy Code, for any
payments provided under a plan of re-
organization. Offset and recoupment
rights may survive the discharge of the
debtor in bankruptcy and, under some
circumstances, claims also may sur-
vive the discharge. For example, when
the Department is a known creditor of
a debtor the claims of the Department
may survive a discharge if the Depart-
ment did not receive formal notice of
the bankruptcy proceedings. When the
Department believes that it has claims
or offsets that may have survived the
discharge of the debtor, the Office of
the General Counsel should be con-
tacted for legal advice.

§30.31 Exception to termination.

When a significant enforcement pol-
icy is involved, or recovery of a judg-
ment is a prerequisite to the imposi-
tion of administrative sanctions, the
Secretary may refer debts to Justice
for litigation even though termination
of collection activity may otherwise be
appropriate.

§30.32 Discharge of indebtedness; re-
porting requirements.

(a)(1) Before discharging a delinquent
debt, also referred to as close out of the
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debt, the Secretary shall take all ap-
propriate steps to collect the debt in
accordance with 31 U.S.C. 3711(g)(9),
and parts 30 through 33 of this chapter,
including, as applicable, administra-
tive offset; tax refund offset; Federal
salary offset; credit bureau reporting;
administrative wage garnishment; liti-
gation; foreclosure; and referral to
Treasury, Treasury-designated debt
collection centers, or private collection
contractors.

(2) Discharge of indebtedness is dis-
tinct from termination or suspension
of collection activity under this sub-
part, and is governed by the Internal
Revenue Code. When collection action
on a debt is suspended or terminated,
the debt remains delinquent and fur-
ther collection action may be pursued
at a later date in accordance with the
standards set forth in this part and 31
CFR parts 900 through 904.

(3) When the Department discharges
a debt in full or in part, further collec-
tion action is prohibited. Therefore, be-
fore discharging a debt, the Secretary
must:

(i) Make the determination that col-
lection action is no longer warranted;
and

(ii) Terminate debt collection action.

(b) In accordance with 31 TU.S.C.
3711(i), the Secretary shall use com-
petitive procedures to sell a delinquent
debt upon termination of collection ac-
tion if the Secretary of the Treasury
determines such a sale is in the best in-
terests of the United States. Since the
discharge of a debt precludes any fur-
ther collection action, including the
sale of a delinquent debt, the Secretary
may not discharge a debt until the re-
quirements of 31 U.S.C. 3711(i) have
been meet.

(c) Upon discharge of an indebted-
ness, the Secretary must report the
discharge to the IRS in accordance
with the requirements of 26 U.S.C.
6050P and 26 CFR 1.6050P-1. The Sec-
retary may request that Treasury or
Treasury-designated debt collection
centers file such a discharge report to
the IRS on the Department’s behalf.

(d) When discharging a debt, the Sec-
retary must request that litigation
counsel release any liens of record se-
curing the debt.

§30.33

Subpart E—Referrals to the
Department of Justice

§30.33 Prompt referral.

(a)(1) The Secretary promptly shall
refer to Justice for litigation debts on
which aggressive collection activity
has been taken in accordance with sub-
part B of this part, and that cannot be
compromised, or on which collection
activity cannot be suspended or termi-
nated, in accordance with subpart D of
this part.

(2) The Secretary may refer to Jus-
tice for litigation those debts arising
out of activities of, or referred or
transferred for collection services to,
the Department.

(b)(1) Debts for which the principal
amount is over $1,000,000, or such other
amount as the Attorney General may
direct, exclusive of interest, penalties,
and administrative costs shall be re-
ferred to the Civil Division or other di-
vision responsible for litigating such
debts at the Department of Justice,
Washington DC.

(2) Debts for which the principal
amount is $1,000,000 or less, or such
other amount as the Attorney General
may direct, exclusive of interest, pen-
alties, and administrative costs shall
be referred to the Nationwide Central
Intake Facility at Justice as required
by the CCLR instructions.

(c)(1) Consistent with aggressive
agency collection activity and the
standards contained in this part and 31
CFR parts 900 through 904, debts shall
be referred to Justice as early as pos-
sible, and, in any event, well within the
period for initiating timely lawsuits
against the debtors.

(2) The Secretary shall make every
effort to refer delinquent debts to Jus-
tice for litigation within one year of
the date such debts last became delin-
quent. In the case of guaranteed or in-
sured loans, the Secretary will make
every effort to refer these delinquent
debts to Justice for litigation within
one year from the date the loan was
presented to the Department for pay-
ment or re-insurance.

(d) Justice has exclusive jurisdiction
over debts referred to it pursuant to
this subpart. Upon referral of a debt to
Justice, the Secretary shall:
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(1) Immediately terminate the use of
any administrative collection activi-
ties to collect the debt;

(2) Advise Justice of the collection
activities utilized to date, and their re-
sult; and

(3) Refrain from having any contact
with the debtor and direct all debtor
inquiries concerning the debt to Jus-
tice.

(e) After referral of a debt under this
subpart, the Secretary shall imme-
diately notify the Department of Jus-
tice of any payments credited by the
Department to the debtor’s account.
Pursuant to 31 CFR 904.1(b), after refer-
ral of the debt under this subpart, Jus-
tice shall notify the Secretary of any
payment received from the debtor.

§30.34 Claims
Report.

(a)(1) Unless excepted by Justice, the
Secretary will complete the CCLR, ac-
companied by a signed Certificate of
Indebtedness, to refer all administra-
tively uncollectible claims to the De-
partment of Justice for litigation.

(2) The Secretary shall complete all
of the sections of the CCLR appropriate
to each debt as required by the CCLR
instructions, and furnish such other in-
formation as may be required in spe-
cific cases.

(b) The Secretary shall indicate
clearly on the CCLR the actions that
the Department wishes Justice to take
with respect to the referred debt. The
Secretary may indicate specifically
any of a number of litigation activities
which Justice may pursue, including
enforced collection, judgement lien
only, renew judgement lien only, renew
judgement lien and enforced collection,
program enforcement, foreclosure only,
and foreclosure and deficiency judg-
ment.

(c) The Secretary also shall use the
CCLR to refer a debt to Justice for the
purpose of obtaining approval of a pro-
posal to compromise the debt, or to
suspend or terminate administrative
collection activity of the debt.

Collection Litigation

§30.35 Preservation of evidence.

The Secretary will maintain and pre-
serve all files and records that may be
needed by Justice to prove the Depart-
ment’s claim in court. When referring
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debts to Justice for litigation, certified
copies of the documents that form the
basis for the claim should be provided
along with the CCLR. Upon its request,
the original documents will be pro-
vided to Justice.

§30.36 Minimum amount of referrals.

(a) Except as in paragraph (b) of this
section, claims of less than $2,500 ex-
clusive of interest, penalties, and ad-
ministrative costs, or such other
amount as the Attorney General may
prescribe, shall not be referred for liti-
gation.

(b) The Secretary shall not refer
claims of less than the minimum
amount unless:

(1) Litigation to collect such smaller
amount is important to ensure compli-
ance with the policies and programs of
the Department;

(2) The claim is being referred solely
for the purpose of securing a judgment
against the debtor, which will be filed
as a lien against the debtor’s property
pursuant to 28 U.S.C. 3201 and returned
to the Department for enforcement; or

(3) The debtor has the clear ability to
pay the claim and the Government ef-
fectively can enforce payment, with
due regard for the exemptions avail-
able to the debtor under State and Fed-
eral law and the judicial remedies
available to the Government.

(c) The Secretary should consult with
the Financial Litigation Staff of the
Executive Office for United States At-
torneys in Justice prior to referring
claims valued at less than the min-
imum amount.

PART 31—TAX REFUND OFFSET

Sec.
31.1
31.2
31.3
31.4
31.5
31.6
31.7

Purpose and scope.

Definitions.

General rule.

Certification and referral of debt.

Notice.

Review of Departmental records.

Review of a determination that a debt
is past-due and legally enforceable.

AUTHORITY: 31 U.S.C. 3720A, 31 CFR 285.2,
E.O. 12866, E.O. 13258.

SOURCE: 68 FR 70445, Dec. 18, 2003, unless
otherwise noted.
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§31.1 Purpose and scope.

(a) Purpose. This part prescribes the
Department’s standards and procedures
for submitting past-due, legally en-
forceable debts to the Department of
the Treasury for collection by tax re-
fund offset.

(b) Authority. These standards and
procedures are authorized under the
tax refund offset provision of the Def-
icit Reduction Act of 1984, as amended
by the Debt Collection Improvement
Act of 1996, codified at 31 U.S.C. 3720A,
and the implementing regulations
issued by the Department of the Treas-
ury at 31 CFR 285.2.

(c) Scope. (1) This part applies to all
Departmental Operating Divisions and
Regional Offices that administer a pro-
gram that gives rise to a past-due non-
tax debt owed to the United States,
and to all officers or employees of the
Department authorized to collect such
debt. This part does not apply to any
debt or claim owed to the Department
of Health and Human Services by an-
other Federal agency.

(2) Nothing in this part precludes the
Department from pursuing other debt
collection procedures, including admin-
istrative wage garnishment under part
32 of this title, to collect a debt that
has been submitted to the Department
of the Treasury under this part. The
Department may use such debt collec-
tion procedures separately or in con-
junction with the offset collection pro-
cedures of this part.

§31.2 Definitions.

In this part, unless the context oth-
erwise requires:

Administrative offset means with-
holding funds payable by the United
States (including funds payable by the
United States on behalf of a State gov-
ernment) to, or held by the United
States for, a person to satisfy a claim.

Day means calendar day. For pur-
poses of computation, the last day of
the period will be included unless it is
a Saturday, Sunday, or a Federal legal
holiday, in which case the next busi-
ness day will be considered the last day
of the period.

Debt or claim means an amount of
money, funds, or other property deter-
mined by an appropriate official to be
owed to the United States from any in-
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dividual, entity, organization, associa-
tion, partnership, corporation, or State
or local government or subdivision, ex-
cept another Federal agency.

Debtor means an individual, organiza-
tion, association, partnership, corpora-
tion, or State or local government or
subdivision indebted to the Govern-
ment, or the person or entity with
legal responsibility for assuming the
debtor’s obligation.

Department means the Department of
Health and Human Services, and each
of its Operating Divisions and regional
offices.

Evidence of service means information
retained by the Department indicating
the nature of the document to which it
pertains, the date of mailing of the
document, and the address and name of
the debtor to whom it is being sent. A
copy of the dated and signed written
notice of intent to offset provided to
the debtor pursuant to this part may
be considered evidence of service for
purposes of this regulation. Evidence of
service may be retained electronically
so long as the manner of retention is
sufficient for evidentiary purposes.

FMS means the Financial Manage-
ment Service, a bureau within the De-
partment of the Treasury.

IRS means the Internal Revenue
Service, a bureau of the Department of
the Treasury.

Legally enforceable means that there
has been a final agency determination
that the debt, in the amount stated, is
due and there are no legal bars to col-
lection action.

Operating division means each sepa-
rate component, within the Depart-
ment of Health and Human Services,
including, but not limited to, the Ad-
ministration for Children and Fami-
lies, Administration on Aging, the Cen-
ters for Disease Control and Preven-
tion, the Centers for Medicare & Med-
icaid Services, the Food and Drug Ad-
ministration, the National Institutes
of Health, and the Office of the Sec-
retary.

Past-due debt means a debt which the
debtor does not pay or otherwise re-
solve by the date specified in the ini-
tial demand for payment, or in an ap-
plicable written repayment agreement
or other instrument, including a post-
delinquency repayment agreement.

103



§31.3

Secretary means the Secretary of the
Department of Health and Human
Services, or the Secretary’s designee
within any Operating Division or Re-
gional Office.

Taxpayer identifying number means
the identifying number described under
section 6109 of the Internal Revenue
Code of 1986 (26 U.S.C. 6109). For an in-
dividual, the taxpayer identifying
number is the individual’s social secu-
rity number.

Tax refund offset means withholding
or reducing a tax refund payment by an
amount necessary to satisfy a debt
owed to the United States by the
payee(s) of a tax refund payment.

Tax refund payment means any over-
payment of Federal taxes to be re-
funded to the person making the over-
payment after the IRS makes the ap-
propriate credits as provided in 26
U.S.C. 6402 for any liabilities for any
tax on the part of the person who made
the overpayment.

§31.3 General rule.

(a) Any past-due, legally enforceable
debt of at least $25, or such other min-
imum amount as determined by the
Secretary of the Treasury, shall be sub-
mitted to FMS for collection by tax re-
fund offset.

(b) FMS will compare tax refund pay-
ment records, as certified by the IRS,
with records of debts submitted by the
Department under this part. A match
will occur when the taxpayer identi-
fication number and name of a pay-
ment certification record are the same
as the taxpayer identifying number and
name control of a debtor record. When
a match occurs and all other require-
ments for tax refund offset have been
met, FMS will reduce the amount of
any tax refund payment payable to a
debtor by the amount of any past-due
legally enforceable debt. Any amounts
not offset will be paid to the payee(s)
listed in the payment certification
record.

§31.4 Certification and
debt.

(a) Certification. The Secretary shall
certify to FMS that:

(1) The debt is past-due and legally
enforceable in the amount submitted
and that the Department will ensure

referral of
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that collections are properly credited
to the debt;

(2) Except in the case of a judgment
debt or as otherwise allowed by law,
the debt is referred within ten (10)
years after the Department’s right of
action accrues;

(3) The Department has made reason-
able efforts to obtain payment of the
debt, and has:

(i) Submitted the debt to FMS for
collection by offset and complied with
the administrative offset provision of
31 U.S.C. 3716(a) and related regula-
tions, to the extent that collection by
administrative offset is not prohibited
by statute;

(ii) Notified, or made a reasonable at-
tempt to notify, the debtor that the
debt is past-due, and unless paid within
60 days of the date of the notice, the
debt may be referred to Treasury for
tax refund offset. For purposes of this
regulation, the Department has made a
reasonable attempt to notify the debt-
or if the agency uses the current ad-
dress information contained in the De-
partment’s records related to the debt.
If address validation is desired or nec-
essary, the Department may obtain in-
formation from the IRS pursuant to 26
U.S.C. 6103(m)(2)(4) or (5).

(iii) Given the debtor at least 60 days
to present evidence that all or part of
the debt is not past-due or not legally
enforceable, considered any evidence
presented by the debtor, and deter-
mined that the debt is past-due and le-
gally enforceable; and

(iv) Provided the debtor with an op-
portunity to make a written agreement
to repay the debt; and

(4) The debt is at least $25.

(b) Referral. (1) The Secretary shall
submit past-due, legally enforceable
debt information for tax refund offset
in the time and manner prescribed by
the Department of the Treasury.

(2) For each debt referred under this
part, the Secretary will include the fol-
lowing information:

(i) The name and taxpayer identi-
fying number, as defined in 26 U.S.C.
6109, of the debtor responsible for the
debt;

(ii) The amount of such past-due and
legally enforceable debt;

(iii) The date on which the debt be-
came past-due; and

104



Department of Health and Human Services

(iv) The designation of the Depart-
ment referring the debt.

(c) Correcting and updating referral. (1)
After referring a debt under this part,
the Secretary shall promptly notify
the Department of the Treasury if:

(i) An error was made with respect to
information transmitted to the Depart-
ment of the Treasury;

(ii) The Department receives a pay-
ment or credits a payment to the ac-
count of a debtor referred for tax re-
fund offset; or

(iii) The debt amount is otherwise in-
correct.

(2) The Department shall provide the
certification required under paragraph
(a) of this section for any increases to
amounts owed.

(d) Rejection of certification. If the De-
partment of Treasury rejects a certifi-
cation because it does not comply with
the requirements of paragraph (a) of
this section, upon notification of the
rejection and the reason(s) for rejec-
tion, the Secretary will resubmit the
debt with a corrected certification.

§31.5 Notice.

(a) Requirements. If not previously in-
cluded in the initial demand letter pro-
vided under section 30.11, at least 60
days before referring a debt for tax re-
fund offset, the Secretary shall mail,
by first class mail to the debtor’s last
known address, written notice inform-
ing the debtor of:

(1) The nature and amount of the
debt;

(2) The determination that the debt
is past-due and legally enforceable, and
unless paid within 60 days after the
date of the notice, the Secretary in-
tends to enforce collection by referring
the debt the Department of the Treas-
ury for tax refund offset; and

(3) The debtor’s rights to:

(i) Inspect and copy Department
records relating to the debt;

(ii) Enter into written agreement to
repay the amount of the debt;

(iii) Request review and present evi-
dence that all or part of the debt is not
past-due or not legally enforceable.

(b) The Secretary will retain evi-
dence of service indicating the date of
mailing of the notice. The notice may
be retained electronically so long as
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the manner of retention is sufficient
for evidentiary purposes

§31.6 Review of Departmental records.

(a) To inspect or copy Departmental
records relating to the debt, the debtor
must send a written request to the ad-
dress designated in the notice described
in section 31.5. The request must be re-
ceived by the Department within 60
days from the date of the notice.

(b) In response to a timely request as
described in paragraph (a) of this sec-
tion, the designated Department offi-
cial shall notify the debtor of the loca-
tion and time when the debtor may in-
spect and copy such records. If the
debtor is unable to personally inspect
such records as the result of geo-
graphical or other constraints, the De-
partment will arrange to send copies of
the records to the debtor.

§31.7 Review of a determination that a
debt is past-due and legally enforce-
able.

(a) Requesting a review. (1) If the debt-
or believes that all or part of the debt
is not past-due or not legally enforce-
able, the debtor may request a review
by the Department by sending a writ-
ten request to the address provided in
the notice. The written request must
be received by the Department within
60 days from the date of the notice or,
if the debtor has requested to inspect
the records, within 30 days from the
debtor’s inspection of the records or
the Department’s mailing of the
records under section 31.6(b), whichever
is later.

(2) The request for review must be
signed by the debtor, state the amount
disputed, and fully identify and explain
the evidence that the debtor believes
supports the debtor’s position. The
debtor must submit with the request
any documents that the debtor wishes
to be considered, or the debtor must
state in the request that additional in-
formation will be submitted within the
above specified time period.

(3) Failure to timely request a review
will be deemed an admission by the
debtor that the debt is past-due and le-
gally enforceable, and will result in a
referral of the debt to the Department
of the Treasury without further action.
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(b) Review. Upon the timely submis-
sion of evidence by the debtor, the De-
partment shall review the dispute and
shall consider its records and any docu-
mentation and evidence submitted by
the debtor. The Department shall make
a determination based on the review of
the written record, and shall send a
written notice of its decision to the
debtor. There is no administrative ap-
peal of this decision.

(c) A debt that previously has been
reviewed pursuant to this part, or that
has been reduced to a judgment, will
not be reconsidered under this part un-
less the evidence presented by the debt-
or disputes payments made or events
occurring subsequent to the previous
review or judgment.

PART 32—ADMINISTRATIVE WAGE
GARNISHMENT

Sec.
32.1
32.2
32.3
32.4
32.5
32.6
32.7

Purpose and scope.
Definitions.

General rule.

Notice.

Hearing.

Withholding order.
Certification by employer.
32.8 Amounts withheld.
32.9 Financial hardship.
32.10 Refunds.

32.11 Ending garnishment.
32.12 Right of action.

AUTHORITY: 31 U.S.C. 3720D, 5 U.S.C. 552,
553, E.0. 12866, 12988, 13808.

SOURCE: 68 FR 15093, Mar. 28, 2003, unless
otherwise noted.

§32.1 Purpose and scope.

(a) Purpose. This part prescribes the
standards and procedures for the De-
partment to collect money from a
debtor’s disposable pay by means of ad-
ministrative wage garnishment to sat-
isfy delinquent non-tax debts owed to
the United States.

(b) Authority. These standards and
procedures are authorized under the
wage garnishment provisions of the
Debt Collection Improvement Act of
1996, codified at 31 U.S.C. 3720D, and the
Department of the Treasury Adminis-
trative Wage Garnishment Regulations
at 31 CFR 285.11.

(c) Scope. (1) This part applies to all
Departmental Operating Divisions and
Regional Offices that administer a pro-
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gram that gives rise to a delinquent
non-tax debt owed to the United States
and to all officers or employees of the
Department authorized to collect such
debt.

(2) This part shall apply notwith-
standing any provision of State law.

(3) Nothing in this part precludes the
compromise of a debt or the suspension
or termination of collection action in
accordance with part 30 of this title, or
other applicable law or regulation.

(4) The receipt of payments pursuant
to this part does not preclude the De-
partment from pursuing other debt col-
lection remedies, including the offset
of Federal payments to satisfy delin-
quent non-tax debt owed to the United
States. The Department may pursue
such debt collection remedies sepa-
rately or in conjunction with adminis-
trative wage garnishment.

(5) This part does not apply to the
collection of delinquent non-tax debts
owed to the United States from the
wages of Federal employees from their
Federal employment. Federal pay is
subject to the Federal salary offset
procedures set forth in 5 U.S.C. 5514 and
other applicable laws.

(6) Nothing in this part requires the
Department to duplicate notices or ad-
ministrative proceedings required by
contract or other laws or regulations.

§32.2 Definitions.

In this part, unless the context oth-
erwise requires:

Business day means Monday through
Friday. For purposes of computation,
the last day of the period will be in-
cluded unless it is a Federal legal holi-
day, in which case the next business
day following the holiday will be con-
sidered the last day of the period.

Certificate of service means a certifi-
cate signed by an employee of the De-
partment indicating the nature of the
document to which it pertains, the
date of mailing of the document, and to
whom it is being sent.

Day means calendar day. For pur-
poses of computation, the last day of
the period will be included unless it is
a Saturday, Sunday, or a Federal legal
holiday, in which case the next busi-
ness day will be considered the last day
of the period.
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Debt or claim means an amount of
money, funds, or property that has
been determined by the Secretary to be
owed to the United States by an indi-
vidual, including debt administered by
a third party as an agent of the Federal
Government. A debt or claim includes,
but is not limited to: amounts owed on
account of loans made, insured or guar-
anteed by the Federal Government, in-
cluding any deficiency or difference be-
tween the price obtained by the Fed-
eral Government upon selling the prop-
erty and the amount owed to the Fed-
eral Government; overpayments to pro-
gram beneficiaries; any amount the
Federal Government is authorized by
statute to collect for the benefit of any
person; the unpaid share of any non-
Federal partner in a program involving
a Federal payment, including a match-
ing or cost-sharing payment of the
non-Federal partner; any fine, civil
penalty or assessment; and other
amounts or money or property owed to
the Federal Government.

Debtor means an individual who owes
a delinquent non-tax debt to the
United States.

Delinquent debt means any non-tax
debt that has not been paid by the date
specified in the Department’s initial
written demand for payment, or appli-
cable payment agreement or instru-
ment, unless other satisfactory pay-
ment arrangements have been made.
For purposes of this part, ‘‘delinquent”
and ‘‘overdue’ have the same meaning.

Department means the United States
Department of I-Iealth and 1—luman
Services, including each of its Oper-
ating Divisions and Regional Offices.

Disposable pay means that part of the
debtor’s compensation (including, but
not limited to, salary, bonuses, com-
missions, and vacation pay) from an
employer remaining after the deduc-
tion of health insurance premiums and
any amounts required by law to be
withheld. For purposes of this part,
“amounts required by law to be with-
held” include amounts for deductions
such as social security taxes and with-
holding taxes, but do not include any
amount withheld pursuant to a court
order.

Employer means a person or entity
that employs the services of others and
that pays their wages or salaries. The
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term employer includes, but is not lim-
ited to, State and local Governments,
but does not include an agency of the
Federal Government as defined by 31
CFR 285.11(c).

Garnishment means the process of
withholding amounts from an employ-
ee’s disposable pay and paying those
amounts to a creditor in satisfaction of
a withholding order.

Hearing means a review of the docu-
mentary evidence concerning the exist-
ence or amount of a debt, or the terms
of a repayment schedule, provided such
repayment schedule 1is established
other than by a written agreement en-
tered into pursuant to this part. If the
hearing official determines that the
issues in dispute cannot be resolved
solely by review of the written record,
such as when the validity of the debt
turns on the issue of credibility or ve-
racity, an oral hearing may be pro-
vided.

Hearing official means any qualified
individual, as determined by the Sec-
retary, including a Departmental Ap-
peals Board administrative law judge.

Secretary means the Secretary of
Health and Human Services, or the
Secretary’s designee within the De-
partment.

Withholding order for purposes of this
part means ‘‘Wage Garnishment Order
(SF329B).” Also for purposes of this
part, the terms ‘wage garnishment
order” and ‘‘garnishment order’ have
the same meaning as ‘‘withholding
order.”

§32.3 General rule.

(a) Except as provided in paragraph
(b) of this section, whenever a delin-
quent debt is owed by an individual,
the Secretary, or another federal agen-
cy collecting a debt on the Depart-
ment’s behalf (See 45 CFR part 30), may
initiate proceedings administratively
to garnish the wages of the delinquent
debtor.

(b) The Secretary may not garnish
the wages of a debtor who the Sec-
retary knows has been involuntarily
separated from employment until the
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debtor has been re-employed continu-
ously for at least 12 months. The debt-
or has the burden of informing the Sec-
retary of the circumstances sur-
rounding an involuntary separation
from employment.

§32.4 Notice.

(a) Notice requirements. At least 30
days before the initiation of garnish-
ment proceedings, the Secretary shall
mail, by first class mail, to the debt-
or’s last known address a written no-
tice informing the debtor of:

(1) The nature and amount of the
debt;

(2) The intention of the Secretary to
initiate proceedings to collect the debt
through deductions from pay until the
debt and all accumulated interest, pen-
alties, and administrative costs are
paid in full;

(3) The debtor’s right—

(i) To inspect and copy Department
records related to the debt;

(ii) To enter into a written repay-
ment agreement with the Department
under terms agreeable to the Depart-
ment;

(iii) To a hearing, in accordance with
§32.5, concerning the existence or the
amount of the debt or the terms of the
proposed repayment schedule under the
garnishment order, except that the
debtor is not entitled to a hearing con-
cerning the proposed repayment sched-
ule if the terms were established by
written agreement pursuant to para-
graph (a)(3)(ii) of this section; and

(4) The time frames within which the
debtor may exercise his or her rights.

(b) The Secretary will keep a copy of
the dated notice. The notice may be re-
tained electronically so long as the
manner of retention is sufficient for
evidentiary purposes.

§32.5 Hearing.

(a) In general. Upon timely written
request of the debtor, the Secretary
shall provide a hearing, which at the
Department’s option may be oral or
written, concerning the existence or
amount of the debt, or the terms of a
repayment schedule established other
than by written agreement under
§32.4(a)(3)(ii).

(b) Request for hearing. (1) The request
for a hearing must be signed by the
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debtor, state each issue being disputed,
and identify and explain with reason-
able specificity all facts and evidence
that the debtor believes supports the
debtor’s position. Supporting docu-
mentation identified by the debtor
should be attached to the request.

(2) Effect of timely request. Subject
to paragraph (j) of this section, if the
debtor’s written request is received on
or before the 15th business day fol-
lowing the mailing of the written no-
tice required under this part, a with-
holding order shall not be issued under
§32.6 until the debtor has been provided
the requested hearing and a decision in
accordance with paragraphs (g) and (h)
of this section has been rendered.

(3) Failure to timely request a hear-
ing. If the debtor’s written request is
received after the 15th business day fol-
lowing the mailing of the written no-
tice required under this part, the Sec-
retary shall provide a hearing to the
debtor. However, the Secretary shall
not delay the issuance of a withholding
order unless the Secretary determines
that the delay in submitting such re-
quest was caused by factors beyond the
control of the debtor, or the Secretary
receives information that the Sec-
retary determines justifies a delay or
cancellation of the withholding order.

(c) Oral hearing. (1) For purposes of
this section, a debtor shall be provided
a reasonable opportunity for an oral
hearing when the hearing official de-
termines that the issues in dispute can-
not be resolved by review of the docu-
mentary evidence, such as when the va-
lidity of the claim turns on the issue of
credibility or veracity.

(2) If the hearing official determines
an oral hearing is appropriate, the
hearing official will establish the date,
time and location of the hearing. At
the debtor’s option, the oral hearing
may be conducted in person or by tele-
phone conference. The hearing official
will notify the debtor of the date, time,
and in the case of an in-person hearing,
the location of the hearing. All travel
expenses incurred by the debtor in con-
nection with an in-person hearing will
be borne by the debtor.

(d) Paper hearing. (1) If the hearing
official determines an oral hearing is
not required by this section, the hear-
ing official shall afford the debtor a
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paper hearing, that is, the issues in dis-
pute will be decided based upon a re-
view of the written record.

(2) The hearing official shall notify
the debtor of the deadline for the sub-
mission of additional evidence if nec-
essary for a review of the record.

(e) Burden of proof. (1) The Secretary
has the initial burden of proving the
existence or amount of the debt.

(2) Thereafter, if the debtor disputes
the existence or amount of the debt,
the debtor must present by a prepon-
derance of the evidence that no debt
exists or that the amount is incorrect.
When challenging the terms of a repay-
ment schedule, the debtor must estab-
lish by a preponderance of the evidence
that the terms of the repayment sched-
ule are unlawful, would cause financial
hardship to the debtor, or that collec-
tion of the debt may not be pursued
due to operation of law.

(f) Record. The hearing official shall
maintain a summary record of any
hearing provided under this part. A
hearing is not required to be a formal
evidentiary-type hearing, but witnesses
who testify in an oral hearing must do
so under oath or affirmation.

(g) Date of decision. (1) The hearing
official shall issue a written decision,
as soon as practicable, but no later
than sixty (60) days after the date on
which the request for the hearing was
received by the Department.

(2) If the hearing official is unable to
provide the debtor with a hearing and
render a decision within 60 days after
the receipt of the request for such
hearing:

(i) A withholding order may not be
issued until the hearing is held and a
decision is rendered; or

(ii) A withholding order previously
issued to the debtor’s employer must
be suspended beginning on the 61st day
after the receipt of the hearing request
and continuing until a hearing is held
and a decision is rendered.

(h) Content of decision. The written
decision shall include:

(1) A summary of the facts presented;

(2) The hearing official’s findings,
analysis, and conclusions; and

(3) The terms of any repayment
schedule, if applicable.

(1) Final agency action. The hearing
official’s decision will be the final
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agency action for the purposes of judi-
cial review under the Administrative
Procedure Act. 5 U.S.C. 701 et seq.

(j) Failure to appear. In the absence of
good cause shown, a debtor who fails to
appear at a hearing will be deemed as
not having timely filed a request for a
hearing.

§32.6 Withholding order.

(a) Unless the Secretary receives in-
formation that the Secretary deter-
mines justifies a delay or cancellation
of a withholding order, the Secretary
shall send, by first class mail, an SF-
329A ‘‘Letter to Employer & Important
Notice to Employer,” an SF-329B
“Wage Garnishment Order,” an SF-
329C ‘“Wage Garnishment Worksheet,”
and an SF-329D ‘‘Employer Certifi-
cation,” to the debtor’s employer with-
in 30 days after the debtor fails to
make a timely request for a hearing,
i.e., within 15 business days after mail-
ing the notice required under this part,
or, if the timely request for a hearing
is made by the debtor, within 30 days
after a final decision is made by the
Secretary to proceed with garnish-
ment.

(b) The Secretary shall keep a copy
of the dated letter to the employer and
a copy of the wage garnishment order.
The certificate of service may be re-
tained electronically so long as the
manner of retention is sufficient for
evidentiary purposes.

§32.7 Certification by employer.

The employer must complete and re-
turn the SF-329D, ‘“‘Employer Certifi-
cation” to the Department within 20
days of receipt.

§32.8 Amounts withheld.

(a) After receipt of a withholding
order issued under this part, the em-
ployer shall deduct from all disposable
pay paid to the debtor during each pay
period the amount of garnishment de-
scribed in paragraph (b) of this section.
The employer may use the SF-329C
“Wage Garnishment Worksheet” to
calculate the amount to be deducted
from the debtor’s disposable pay.

(b) Subject to paragraphs (c) and (d)
of this section, the amount of garnish-
ment shall be the lesser of:
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(1) The amount indicated on the gar-
nishment order up to 15% of the debt-
or’s disposable pay; or

(2) The amount set forth in 15 U.S.C.
1673(a)(2) (Maximum allowable garnish-
ment). The amount set forth at 15
U.S.C. 1673(a)(2) is the amount by
which a debtor’s disposable pay exceeds
an amount equivalent to thirty times
the minimum wage. See 29 CFR 870.10.

(c)(1) Except as provided in paragraph
(c)(2) of this section, when a debtor’s
pay is subject to multiple withholding
orders, unless otherwise provided by
Federal law, withholding orders issued
pursuant to this part shall have pri-
ority over other withholding orders
that are served later in time.

(2) Notwithstanding the foregoing,
withholding orders for family support
shall have priority over withholding
orders issued under this part.

(3) If amounts are being withheld
from a debtor’s pay pursuant to a with-
holding order served on an employer
before a withholding order issued pur-
suant to this part, or if a withholding
order for family support is served on an
employer at any time, the amounts
withheld pursuant to a withholding
order issued under this part shall be
the lesser of:

(i) The amount calculated under
paragraph (b) of this section, or

(ii) An amount equal to 25% of the
debtor’s disposable pay less the
amount(s) withheld under the with-
holding order(s) with priority.

(d) If the debtor owes more than one
debt to the Department, the Secretary
may issue multiple withholding orders
provided that the total amount gar-
nished from the debtor’s pay for such
orders does not exceed the amount set
forth in paragraph (b) of this section.

(e) An amount greater than that set
forth in paragraphs (b) or (c) of this
section may be withheld upon the writ-
ten consent of the debtor.

(f) The employer shall promptly pay
to the Department all amounts with-
held in accordance with the with-
holding order issued pursuant to this
part.

(g) The employer is not required to
vary its normal pay and disbursement
cycles in order to comply with the
withholding order.
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(h) Any assignment or allotment by
an employee shall be void to the extent
it interferes with or prohibits execu-
tion of the withholding order issued
under this part, except for any assign-
ment or allotment made pursuant to a
family support judgment or order.

(i) The employer shall withhold the
appropriate amount from the debtor’s
wages for each pay period until the em-
ployer receives notification from the
Secretary to discontinue wage with-
holding.

(j) The withholding order, SF-329B
“Wage Garnishment Order,” sent to
the employer under §32.6, requires the
employer to commence wage with-
holding on the first pay day after the
employer receives the order. However,
if the first pay day is within 10 days
after receipt of the order, the employer
may begin deductions on the second
pay day.

(k) An employer may not discharge,
refuse to employ, or take disciplinary
action against any debtor as a result of
the issuance of a withholding order
under this part.

[68 FR 15093, Mar. 28, 2003; 68 FR 24052, May
6, 2003]

§32.9 Financial hardship.

(a) A debtor whose wages are subject
to a withholding order may, at any
time, request a review by the Depart-
ment of the amount garnished, based
on materially changed circumstances
such as disability, divorce, or cata-
strophic illness which result in finan-
cial hardship.

(b) A debtor requesting such a review
under paragraph (a) of this section
shall submit the basis for claiming
that the current amount of garnish-
ment results in a financial hardship to
the debtor, along with supporting docu-
mentation. The Secretary shall con-
sider any information submitted in ac-
cordance with this part.

(c) If a financial hardship is found,
the Secretary shall downwardly adjust,
by an amount and for a period of time
established by the Secretary, the
amount garnished to reflect the debt-
or’s financial condition. The Secretary
will notify the employer of any adjust-
ments to the amount to be withheld.
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§32.10 Refunds.

(a) If the hearing official, pursuant to
a hearing under this part, determines
that a debt is not legally due and
owing to the United States, the Sec-
retary shall promptly refund any
amount collected by means of adminis-
trative wage garnishment.

(b) Unless required by Federal law or
contract, refunds under this part shall
not bear interest.

§32.11 Ending garnishment.

(a) Once the Department has fully re-
covered the amounts owed by the debt-
or, including interest, penalties, and
administrative costs assessed pursuant
to and in accordance with part 30 of
this title, the Secretary shall send the
debtor’s employer notification to dis-
continue wage withholding.

(b) At least annually, the Secretary
shall review its debtors’ accounts to
ensure that garnishment has been ter-
minated for accounts that have been
paid in full.

§32.12 Right of action.

(a) The employer of a debtor subject
to wage withholding pursuant to this
part shall pay to the Department as di-
rected in a withholding order issued
under this part.

(b) The Secretary may bring suit
against an employer for any amount
that the employer fails to withhold
from wages owed and payable to a debt-
or in accordance with §§32.6 and 32.8,
plus attorney’s fees, costs, and, if ap-
plicable, punitive damages.

(c) A suit under this section may not
be filed before the termination of the
collection action involving a particular
debtor, unless earlier filing is nec-
essary to avoid expiration of any appli-
cable statute of limitations period. For
purposes of this section, ‘“‘termination
of collection action” occurs when the
Secretary has terminated collection
action in accordance with part 30 of
this title, or other applicable law or
regulation.

(d) Notwithstanding deemed to occur
if from a debtor whose paragraph (c) of
this section, termination of the collec-
tion action will be a period of one (1)
year the Department does not receive
any payments wages were subject to a
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garnishment order issued under this
part.

PART 33—SALARY OFFSET

Sec.
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Notice requirements before offset.

Review of department records relating
to the debt.

33.6 Hearings.

33.7 Obtaining the services of a hearing offi-
cial.

33.8 Voluntary repayment agreement in lieu
of salary offset.

33.9 Special review.

33.10 Procedures for salary offset.

33.11 Salary offset when the Department is
the creditor agency but not the paying
agency.

33.12 Salary offset when the Department is
the paying agency but not the creditor
agency.

33.13 Interest, penalties, and administrative
costs.

33.14 Non-waiver of rights.

33.15 Refunds.

33.16 Additional administrative collection.

AUTHORITY: 5 U.S.C. 5514; 5 CFR Part 550,
Subpart K.

SOURCE: 72 FR 10421, Mar. 8, 2007, unless
otherwise noted.

§33.1 Purpose, authority, and scope.

(a) Purpose. This part prescribes the
Department’s standards and procedures
for the collection of debts owed by Fed-
eral employees to the United States
through involuntary salary offset.

(b) Authority. 5 U.S.C. 5514; 5 CFR
Part 550, subpart K.

(c) Scope. (1) This part applies to in-
ternal and Government-wide collec-
tions of debts owed by Federal employ-
ees by administrative offset from the
current pay account of the debtor with-
out his or her consent.

(2) The procedures contained in this
part do not apply to any case where an
employee consents to collection
through deduction(s) from the employ-
ee’s pay account, or to debts arising
under the Internal Revenue Code or the
tariff laws of the United States, or
where another statute explicitly pro-
vides for, or prohibits, collection of a
debt by salary offset (e.g., travel ad-
vances in 5 U.S.C. 5705 and employee
training expenses in 5 U.S.C. 4108).
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(3) This part does not preclude an em-
ployee from requesting waiver of an er-
roneous payment under 5 U.S.C. 5584, 10
U.S.C. 2774, or 32 U.S.C. 716, or in any
way questioning the amount or valid-
ity of a debt, in the manner prescribed
by the Secretary. Similarly, this part
does not preclude an employee from re-
questing waiver of the collection of a
debt under any other applicable statu-
tory authority.

(4) Nothing in this part precludes the
compromise of the debt, or the suspen-
sion or termination of collection ac-
tions, in accordance with part 30 of this
title.

§33.2 Definitions.

In this part—

Administrative offset means with-
holding funds payable by the United
States to, or held by the United States
for, a person to satisfy a debt owed by
the payee.

Agency means an executive depart-
ment or agency; a military depart-
ment; the United States Postal Serv-
ice; the Postal Rate Commission; the
United States Senate; the United
States House of Representatives; and
court, court administrative office, or
instrumentality in the judicial or leg-
islative branches of the Government;
or a Government Corporation.

Creditor agency means the agency to
which the debt is owed, including a
debt collection center when acting on
behalf of a creditor agency in matters
pertaining to the collection of a debt.

Day means calendar day. For pur-
poses of computation, the last day of
the period will be included unless it is
a Saturday, Sunday, or a Federal holi-
day, in which case the next business
day will be considered the last day of
the period.

Debt means an amount determined by
an appropriate official to be owed to
the United States from sources which
include loans insured or guaranteed by
the United States and all other
amounts due the United States from
fees, leases, rents, royalties, services,
sales of real or personal property, over-
payments, penalties, damages, interest,
fines and forfeitures (except those aris-
ing under the Uniform Code of Military
Justice), and all other similar sources.
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Debt collection center means the De-
partment of the Treasury or other Gov-
ernment agency or division designated
by the Secretary of the Treasury with
authority to collect debts on behalf of
creditor agencies in accordance with 31
U.S.C. 3711(g).

Debtor means a Federal employee
who owes a debt to the United States.

Delinquent debt means a debt which
the debtor does not pay or otherwise
resolve by the date specified in the ini-
tial demand for payment, or in an ap-
plicable written repayment agreement
or other instrument, including a post-
delinquency repayment agreement.

Department means the Department of
Health and Human Services, its Staff
Divisions, Operating Divisions, and Re-
gional Offices.

Disposable pay means that part of the
debtor’s current basic, special, incen-
tive, retired, and retainer pay, or other
authorized pay, remaining after deduc-
tion of amounts required by law to be
withheld. For purposes of calculating
disposable pay, legally required deduc-
tions that must be applied first in-
clude: Tax levies pursuant to the Inter-
nal Revenue Code (title 26, United
States Code); properly withheld taxes,
FICA, Medicare; health and life insur-
ance premiums; and retirement con-
tributions. Amounts deducted under
garnishment orders, including child
support garnishment orders, are not le-
gally required deductions for calcu-
lating disposable pay.

Employee means any individual cur-
rently employed by an agency, as de-
fined in this section, including seasonal
and temporary employees and current
members of the Armed Forces or a Re-
serve of the Armed Forces (Reserves).

Evidence of service means information
retained by the Department indicating
the nature of the document to which it
pertains, the date of mailing the docu-
ment, and the address and name of the
debtor to whom it is being sent. A copy
of the dated and signed written notice
of intent to offset provided to the debt-
or pursuant to this part may be consid-
ered evidence of service for purposes of
this part. Evidence of service may be
retained electronically so long as the
manner of retention is sufficient for
evidentiary purposes.
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Hearing means a review of the docu-
mentary evidence to confirm the exist-
ence or amount of a debt or the terms
of a repayment schedule. If the Sec-
retary determines that the issues in
dispute cannot be resolved by such a
review, such as when the validity of
the claim turns on the issue of credi-
bility or veracity, the Secretary may
provide an oral hearing.

Hearing official means a Depart-
mental Appeals Board administrative
law judge or appropriate alternate as
outlined in §33.7(a)(2).

Paying agency means the agency em-
ploying the individual and authorizing
the payment of his or her current pay.

Salary offset means an administrative
offset to collect a debt under 5 U.S.C.
55614 owed by a federal employee
through deductions at one or more offi-
cially established pay intervals from
the current pay account of the em-
ployee without his or her consent.

Secretary means the Secretary of
Health and Human Services, or the
Secretary’s designee within any Staff
Division, Operating Division or Re-
gional Office.

Waiver means the cancellation, re-
mission, forgiveness, or non-recovery
of a debt owed by an employee to this
Department or another agency as re-
quired or permitted by 5 U.S.C. 5584,
8346(b), 10 U.S.C. 2774, 32 U.S.C. 716, or
any other law.

§33.3 General rule.

(a) Whenever a delinquent debt is
owed to the Department by an em-
ployee, the Secretary may, subject to
paragraphs (b) through (d) of this sec-
tion, involuntarily offset the amount
of the debt from the employee’s dispos-
able pay.

(b) Unless provided by another stat-
ute pertaining to a particular type of
debt (e.g., 42 U.S.C. 292r, Health profes-
sionals education, 42 U.S.C. 297b, Nurse
education), the Department may not
initiate salary offset to collect a debt
more than 10 years after the Govern-
ment’s right to collect the debt first
accrued, unless facts material to the
Government’s right to collect the debt
were not known and could not reason-
ably have been known by the official or
officials of the Government who were
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charged with the responsibility to dis-
cover and collect such debts.

(c) Except as provided in paragraph
(d) of this section, prior to initiating
collection through salary offset under
this part, the Secretary must first pro-
vide the employee with the following:

(1) Written notice of intent to offset
as described in §33.4; and

(2) An opportunity to petition for a
hearing, and, if a hearing is provided,
to receive a written decision from the
hearing official within 60 days on the
following issues:

(i) The determination of the Depart-
ment concerning the existence or
amount of the debt; and

(ii) The repayment schedule, unless it
was established by written agreement
between the employee and Department.

(d) The provisions of paragraph (c) of
this section do not apply to:

(1) Any adjustment to pay arising out
of an employee’s election of coverage
or a change in coverage under a federal
benefits program requiring periodic de-
duction from pay, if the amount to be
recovered was accumulated over four
pay periods or less;

(2) A routine intra-agency adjust-
ment of pay that is made to correct an
overpayment of pay attributable to
clerical or administrative errors or
delays in processing pay documents, if
the overpayment occurred within the
four pay periods preceding the adjust-
ment and, at the time of such adjust-
ment, or as soon thereafter as prac-
tical, the individual is provided written
notice of the nature and the amount of
the adjustment and point of contact for
contesting such adjustment; or

(3) Any adjustment to collect a debt
amounting to $560 or less, if, at the time
of such adjustment, or as soon there-
after as practical, the individual is pro-
vided written notice of the nature and
the amount of the adjustment and a
point of contact for contesting such ad-
justment.

§33.4 Notice requirements before off-
set.

(a) At least 30 days before the initi-
ation of salary offset under this part,
the Secretary shall mail, by first class
mail, to the employee’s last known ad-
dress, a written notice informing the
debtor of the following:
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(1) The Secretary has reviewed the
records relating to the debt and has de-
termined that a debt is owed, the
amount of the debt, and the facts giv-
ing rise to the debt;

(2) The Secretary’s intention to col-
lect the debt by means of deduction
from the employee’s current disposable
pay account until the debt and all ac-
cumulated interest, penalties, and ad-
ministrative costs are paid in full;

(3) The amount, stated either as a
fixed dollar amount or as a percentage
of pay not to exceed 15 percent of dis-
posable pay, the frequency, the com-
mencement date, and the duration of
the intended deductions;

(4) An explanation of the Depart-
ment’s policies concerning the assess-
ment of interest, penalties, and admin-
istrative costs, stating that such as-
sessments must be made unless waived
in accordance with 31 CFR 901.9 and
§30.18 of this title;

(5) The employee’s right to inspect
and copy all records of the Department
pertaining to the debt or, if the em-
ployee or the employee’s representa-
tive cannot personally inspect the
records, to request and receive copies
of such records;

(6) If not previously provided, the op-
portunity to establish a schedule for
the voluntary repayment of the debt
through offset, or to enter into an
agreement to establish a schedule for
repayment of the debt in lieu of offset,
provided the agreement is in writing,
signed by both the employee and the
Department, and documented in the
Department’s files;

(7) The right to a hearing conducted
by an impartial hearing official with
respect to the existence and amount of
the debt, or the repayment schedule, so
long as a petition is filed by the em-
ployee as prescribed in §33.6;

(8) Time limitations and other proce-
dures or conditions for inspecting De-
partment records pertaining to the
debt, establishing an alternative repay-
ment agreement, and requesting a
hearing;

(9) The name, address, and telephone
number of the person or office within
the Department who may be contacted
concerning the procedures for inspect-
ing Department records, establishing
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an alternative repayment agreement,
and requesting a hearing;

(10) The name and address of the of-
fice within the Department to which
the petition for a hearing should be
sent, which generally will be the Oper-
ating Division or Staff Division respon-
sible for collecting the debt;

(11) A timely and properly filed peti-
tion for a hearing will stay the com-
mencement of the collection pro-
ceeding;

(12) The Department will initiate ac-
tion to effect salary offset not less
than 30 days from the date of mailing
the notice of intent, unless the em-
ployee properly files a timely petition
for a hearing,

(13) A final decision on a hearing, if
one is requested, will be issued at the
earliest practical date, but not later
than 60 days after the filing of the peti-
tion requesting the hearing unless the
employee requests and the hearing offi-
cial grants a delay in the proceeding;

(14) Knowingly false or frivolous
statements, representations or evi-
dence may subject the employee to:

(i) Disciplinary procedures appro-
priate under chapter 75 of title 5,
United States Code; part 752 of title 5,
Code of Federal Regulations; or any
other applicable statutes or regula-
tions;

(ii) Penalties under the False Claims
Act, 31 U.S.C. 3729-3731, or under any
other applicable statutory authority;
and

(iii) Criminal penalties under 18
U.S.C. 286, 287, 1001, and 1002, or under
any other applicable statutory author-
ity;

(156) Any other rights and remedies
available to the employee under stat-
utes or regulations governing the pro-
gram for which the collection is being
made;

(16) Unless there are applicable con-
tractual or statutory provisions to the
contrary, amounts paid on or deducted
for the debt, which are later waived or
found not owed to the United States,
will be promptly refunded to the em-
ployee; and

(17) Proceedings with respect to such
debt are governed by 5 U.S.C. 5514.

(b) The Secretary will retain evi-
dence of service indicating the date of
mailing of the notice.
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§33.5 Review of department records
relating to the debt.

(a) To inspect or copy Department
records relating to the debt, the em-
ployee must send a written request to
the Department official or office des-
ignated in the notice of intent to offset
stating his or her intention. The writ-
ten request must be received by the De-
partment within 15 days from the em-
ployee’s receipt of the notice.

(b) In response to a timely request as
described in paragraph (a) of this sec-
tion, the designated Department offi-
cial shall notify the employee of the lo-
cation and time when the employee
may inspect and copy such records. If
the employee or employee’s representa-
tive is unable to personally inspect
such records as the result of geo-
graphical or other constraints, the De-
partment shall arrange to send copies
of such records to the employee.

§33.6 Hearings.

(a) Petitions for hearing. (1) To request
a hearing concerning the existence or
amount of the debt or the offset sched-
ule established by the Department, the
employee must send a written petition
to the office designated in the notice of
intent to offset, see §33.4(a)(10), within
15 days of receipt of the notice.

(2) The petition must:

(i) Be signed by the employee;

(ii) Fully identify and explain with
reasonable specificity all the facts, evi-
dence, and witnesses, if any, that the
employee believes support his or her
position; and

(iii) Specify whether an oral or paper
hearing is requested. If an oral hearing
is requested, the request should explain
why the matter cannot be resolved by
review of the documentary evidence
alone.

(3) The timely filing of a petition for
hearing shall stay any further collec-
tion proceedings.

(b) Failure to timely request. (1) If the
petition for hearing is filed after the
15-day period provided for in paragraph
(a)(1) of this section, the Secretary
may grant the request if the employee
can establish that the delay was the re-
sult of circumstances beyond the em-
ployee’s control, or that the employee
failed to receive actual notice of the
filing deadline.
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(2) An employee waives the right to a
hearing, and will have his or her dis-
posable pay offset in accordance with
the offset schedule established by the
Department, if the employee:

(i) Fails to file a timely request for a
hearing, unless such failure is excused;
or

(ii) Fails to appear at an oral hear-
ing, of which the employee was noti-
fied, unless the hearing official deter-
mines that the failure to appear was
due to circumstances beyond the em-
ployee’s control.

(c) Form of hearings. (1) General. After
the employee requests a hearing, the
hearing official shall notify the em-
ployee of the form of the hearing to be
provided. If the hearing will be oral,
the notice shall set forth the date,
time, and location of the hearing. If
the hearing will be a review of the
written record, the employee shall be
notified that he or she should submit
evidence and arguments in writing to
the hearing official by a specified date,
after which the record shall be closed.
The date specified shall give the em-
ployee reasonable time to submit docu-
mentation.

(2) Oral hearing. An employee who re-
quests an oral hearing shall be pro-
vided an oral hearing if the hearing of-
ficial determines that the matter can-
not be resolved by review of documen-
tary evidence alone because an issue of
credibility or veracity is involved.
Where an oral hearing is appropriate,
the hearing is not an adversarial adju-
dication and need not take the form of
an evidentiary hearing, i.e., the rules
of evidence need not apply. Oral hear-
ings may take the form of, but are not lim-
ited to:

(i) Informal conferences with the
hearing official in which the employee
and agency representative will be given
full opportunity to present evidence,
witnesses, and arguments;

(ii) Informal meetings in which the
hearing official interviews the em-
ployee; or

(iii) Formal written submissions with
an opportunity for oral presentations.

(3) Paper hearing. If the hearing offi-
cial determines that an oral hearing is
not necessary, the hearing official will
make the determination based upon a
review of the available written record.
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(4) Record. The hearing official shall
maintain a summary record of any
hearing conducted under this part. Wit-
nesses who testify in oral hearings will
do so under oath or affirmation.

(d) Written decision. (1) Date of deci-
sion. The hearing officer shall issue a
written opinion stating his or her deci-
sion, based upon documentary evidence
and information developed at the hear-
ing, as soon as practicable after the
hearing, but not later than sixty (60)
days after the date on which the hear-
ing petition was received by the cred-
itor agency, unless the employee re-
quested a delay in the proceedings, in
which case the 60-day decision period
shall be extended by the number of
days by which the hearing was post-
poned. The recipient of an employee’s
request for a hearing must forward the
request expeditiously to the Depart-
mental Appeals Board so as to not
jeopardize the Boards’s ability to issue
a decision within this 60-day period.

(2) Content of decision. The written de-
cision shall include:

(1) A statement of the facts presented
to support the origin, nature, and
amount of the debt;

(ii) The hearing official’s findings,
analysis, and conclusions, including a
determination whether the employee’s
petition for hearing was baseless and
resulted from an intent to delay cred-
itor agency collection activity; and

(iii) The terms of any repayment
schedule, if applicable.

(e) Failure to appear. In the absence of
good cause shown, an employee who
fails to appear at a hearing shall be
deemed, for the purpose of this part, to
admit the existence and amount of the
debt as described in the notice of in-
tent. If the representative of the cred-
itor agency fails to appear, the hearing
official shall proceed with the hearing
as scheduled and make a determination
based upon oral testimony presented
and the documentary evidence sub-
mitted by both parties. With the agree-
ment of both parties, the hearing offi-
cial shall schedule a new hearing date,
and both parties shall be given reason-
able notice of the time and place of the
new hearing.
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§33.7 Obtaining the services of a hear-
ing official.

(a)(1) When the Department is the
creditor agency, the office designated
in §33.4(a)(10) shall schedule a hearing,
if one is requested by an employee, be-
fore a hearing official.

(2) When the Department cannot pro-
vide a prompt and appropriate hearing
before an administrative law judge or a
hearing official furnished pursuant to
another lawful arrangement, the office
designated in §33.4(a)(10) may:

(i) When the debtor is not an em-
ployee of the Department, contact an
agent of the employee’s paying agency
designated in 5 CFR part 581, Appendix
A, to arrange for a hearing official; or

(ii) When the debtor is an employee
of the Department, contact an agent of
any agency designated in 5 CFR part
581, Appendix A, to arrange for a hear-
ing official.

(b)(1) When another agency is the
creditor agency, it is the responsibility
of that agency to arrange for a hearing
if one is requested. The Department
will provide a hearing official upon the
request of a creditor agency when the
debtor is employed by the Department
and the creditor agency cannot provide
a prompt and appropriate hearing be-
fore a hearing official furnished pursu-
ant to another lawful arrangement.

(2) Services rendered to a creditor
agency under paragraph (b)(1) of this
section will be provided on a fully re-
imbursable basis pursuant to the Econ-
omy Act of 1932, as amended, 31 U.S.C.
1535.

(c) The determination of a hearing
official designated under this section is
considered to be an official certifi-
cation regarding the existence and
amount of the debt for purposes of exe-
cuting salary offset under 5 U.S.C. 5514
and this part. A creditor agency may
make a certification to the Secretary
of the Treasury under 5 CFR 550.1108 or
a paying agency under 5 CFR 550.1109
regarding the existence and amount of
the debt based on the certification of a
hearing official. If a hearing official de-
termines that a debt may not be col-
lected via salary offset, but the cred-
itor agency finds that the debt is still
valid, the creditor agency may still
seek collection of the debt through
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other means, such as offset of other
Federal payments or litigation.

§33.8 Voluntary repayment agreement
in lieu of salary offset.

(a)(1) In response to the notice of in-
tent to offset, the employee may pro-
pose to establish an alternative sched-
ule for the voluntary repayment of the
debt by submitting a written request
to the Department official designated
in the notice of intent to offset. An em-
ployee who wishes to repay the debt
without salary offset shall also submit
a proposed written repayment agree-
ment. The proposal shall admit the ex-
istence of the debt, and the agreement
must be in such form that it is legally
enforceable. The agreement must:

(i) Be in writing;

(ii) Be signed by both the employee
and the Department;

(iii) Specify all the terms of the ar-
rangement for payment; and

(iv) Contain a provision accelerating
the debt in the event of default by the
employee, but such an increase may
not result in a deduction that exceeds
15 percent of the employee’s disposable
pay unless the employee has agreed in
writing to deduction of a greater
amount.

(2) Any proposal under paragraph
(a)(1) of this section must be received
by the Department within 30 days of
the date of the notice of intent to off-
set.

(b) In response to a timely request as
described in paragraph (a) of this sec-
tion, the designated Department offi-
cial shall notify the employee whether
the proposed repayment schedule is ac-
ceptable. It is within the Secretary’s
discretion to accept a proposed alter-
native repayment schedule, and to set
the necessary terms of a voluntary re-
payment agreement.

(c) No voluntary repayment agree-
ment will be binding on the Secretary
unless it is in writing and signed by
both the Secretary and the employee.

§33.9 Special review.

(a) A Department employee subject
to salary offset or a voluntary repay-
ment agreement may, at any time, re-
quest a special review by the Secretary
of the amount of the salary offset or
voluntary repayment installments,
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based on materially changed cir-
cumstances, such as, but not limited
to, catastrophic illness, divorce, death,
or disability.

(b)(1) In determining whether an off-
set would prevent the employee from
meeting essential subsistence expenses,
e.g., food, housing, clothing, transpor-
tation, and medical care, the employee
shall submit a detailed statement and
supporting documents for the em-
ployee, his or her spouse, and depend-
ents indicating:

(i) Income from all sources;

(ii) Assets and liabilities;

(iii) Number of dependents;

(iv) Food, housing, clothing, trans-
portation, and medical expenses; and

(v) Exceptional and unusual ex-
penses, if any.

(2) When requesting a special review
under this section, the employee shall
file an alternative proposed offset or
payment schedule and a statement,
with supporting documents as de-
scribed in paragraph (b)(1) of this sec-
tion, stating why the current salary
offset or payments result in an extreme
financial hardship to the employee.

(c)(1) The Secretary shall evaluate
the statement and supporting docu-
ments, and determine whether the
original offset or repayment schedule
imposes extreme financial hardship on
the employee.

(2) Within 30 calendar days of the re-
ceipt of the request and supporting
documents, the Secretary shall notify
the employee in writing of such deter-
mination, including, if appropriate, a
revised offset or repayment schedule.

(d) If the special review results in a
revised offset or repayment schedule,
the Secretary shall provide a new cer-
tification to the paying agency.

§33.10 Procedures for salary offset.

(a) Method and source of deductions.
Unless the employee and the Secretary
have agreed to an alternative repay-
ment arrangement under §33.8, a debt
shall be collected in lump sum or by in-
stallment deductions at officially es-
tablished pay intervals from an em-
ployee’s current pay account.

(b) Limitation on amount of deduction.
Ordinarily, the size of installment de-
ductions must bear a reasonable rela-
tionship to the size of the debt and the
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employee’s ability to pay. However, the
amount deducted for any pay period
must not exceed 15 percent of the dis-
posable pay from which the deduction
is made, unless the employee has
agreed in writing to the deduction of a
greater amount, as outlined in §33.8.

(¢) Duration of deductions. (1) Lump
sum. If the amount of the debt is equal
to or less than 15 percent of the em-
ployee’s disposable pay for an officially
established pay interval, the debt gen-
erally will be collected in one lump-
sum deduction.

(2) If the employee is deemed finan-
cially unable to pay in one lump-sum
or the amount of the debt exceeds 15
percent of the employee’s disposable
pay for an officially established pay in-
terval, the debt shall be collected in in-
stallments. Except as provided in para-
graphs (e) and (f) of this section, in-
stallment deductions must be made
over a period not greater than the an-
ticipated period of active duty or em-
ployment.

(d) When deductions may begin. (1) De-
ductions will begin on the date stated
in the notice of intent, unless an alter-
native repayment agreement under
§33.8 has been accepted or the em-
ployee has filed a timely request for a
hearing.

(2) If the employee files a timely pe-
tition for hearing as provided in §33.6,
deductions will begin after the hearing
official has provided the employee with
a hearing and a final written decision
has been rendered in favor of the De-
partment.

(e) Liquidation from final check. If an
employee retires, resigns, or the period
of employment ends before collection
of the debt is completed, the remainder
of the debt will be offset under 31
U.S.C. 3716 from subsequent payments
of any nature (e.g., final salary pay-
ment or lump-sum leave) due the em-
ployee from the paying agency as of
the date of separation.

(f) Recovery from other payments due a
separated employee. If the debt cannot
be satisfied by offset from any final
payment due the employee on the date
of separation, the Secretary will liqg-
uidate the debt, where appropriate, by
administrative offset under 31 U.S.C.
3716 from later payments of any kind
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due the former employee (e.g., lump
sum leave payment).

§33.11 Salary offset when the Depart-
ment is the creditor agency but not
the paying agency.

(a) Centraliced administrative offset. (1)
Under 31 U.S.C. 3716, the Department
shall notify the Secretary of the Treas-
ury of all past-due, legally enforceable
debts which are 180 days delinquent for
purposes of collection by centralized
administrative offset. This includes
debts which the Department seeks to
recover from the pay account of an em-
ployee of another agency via salary off-
set. The Secretary of the Treasury and
other Federal disbursing officials will
match payments, including Federal
salary payments, against these debts.
Where a match occurs, and all the re-
quirements for offset have been met,
the payments will be offset to collect
the debt.

(2) Prior to offset of the pay account
of an employee, the Department must
comply with the requirements of 5
U.S.C. 5514; 5 CFR part 550, subpart K,
and this part. Specific procedures for
notifying the Secretary of the Treas-
ury of a debt for purposes of collection
by administrative offset, including sal-
ary offset, are contained in 31 CFR
parts 285 and 901 and part 30 of this
title.

(b) Non-centralized administrative off-
set. When salary offset through central-
ized administrative offset under para-
graph (a) of this section is not possible,
the Department may attempt to col-
lect a debt through non-centralized ad-
ministrative offset in accordance with
part 30 of this title.

(1) Format of the request. Upon comple-
tion of the procedures established in this
part and pursuant to 5 U.S.C. 5514, the
Department shall:

(i) Certify in writing to the paying
agency that the employee owes the
debt, the amount and basis of the debt,
the date on which payment(s) is due,
the date the Government’s right to col-
lect the debt first accrued, and that the
Departmental regulations imple-
menting 5 U.S.C. 5514 have been ap-
proved by the Office of Personnel Man-
agement.

(ii) If the collection is to be made in
installments, advise the paying agency
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of the number of installments to be
collected, the amount or percentage of
disposable pay to be collected in each
installment, and the commencement
date of the installments, if a date other
than the next officially established pay
period is required.

(iii) Unless the employee has con-
sented in writing to the salary deduc-
tions or signed a statement acknowl-
edging receipt of the required proce-
dures and this written consent or
statement is forwarded to the paying
agency, advise the paying agency of
the action(s) taken under 5 U.S.C. 5514
and this part, and give the date(s) the
action(s) was taken.

(2) Requesting recovery from current
paying agency. (i) Except as otherwise
provided in this paragraph, the Depart-
ment shall submit a certified debt
claim containing the information spec-
ified in paragraph (a) of this section,
and an installment agreement, or other
instruction on the payment schedule, if
applicable, to the employee’s paying
agency.

(ii) If the employee is in the process
of separating from the Federal Govern-
ment, the Department shall submit the
certified debt claim to the employee’s
paying agency for collection as pro-
vided in §33.10(e). The paying agency
must certify the total amount of its
collection on the debt and send a copy
of the certification to the employee
and another copy to the Department. If
the paying agency’s collection does not
fully satisfy the debt, and the paying
agency is aware that the employee is
entitled to payments from the Civil
Service Retirement and Disability
Fund, or other similar payments that
may be due the employee from other
Federal Government sources, the pay-
ing agency will provide written notifi-
cation of the outstanding debt to the
agency responsible for making such
payments to the employee, stating the
employee owes a debt, the amount of
the debt, and that the provisions of
this section have been fully complied
with. The Department must submit a
properly certified claim to the agency
responsible for making such payments
before the collection can be made.

(iii) If the employee is already sepa-
rated and all payments due from the
employee’s former paying agency have

§33.12

been paid, the Department may re-
quest, unless otherwise prohibited,
that money due and payable to the em-
ployee from the Civil Service Retire-
ment and Disability Fund (6 CFR
831.1801 or 5 CFR 845.401) or other simi-
lar funds, be administratively offset to
collect the debt. See 31 U.S.C. 3716 and
31 CFR 901.3.

(iv) If the employee transfers to an-
other paying agency, the Department
must submit a properly certified debt
claim to the new paying agency before
collection can be resumed; however,
the Department need not repeat the
due process procedures described in 5
U.S.C. 5514 and this part. The Depart-
ment shall review the debt to ensure
that collection is resumed by the new
paying agency.

§33.12 Salary offset when the Depart-
ment is the paying agency but not
the creditor agency.

(a) Format of the request. (1) When the
Department is the paying agency and
another agency is the creditor agency,
the creditor agency must certify, in
writing, to the Department that the
employee owes the debt, the amount
and basis of the debt, the date on which
payment(s) is due, the date the Govern-
ment’s right to collect the debt first
accrued, and that the creditor agency’s
regulations implementing 5 U.S.C. 5514
have been approved by the Office of
Personnel Management.

(2) If the collection is to be made in
installments, the creditor agency must
also advise the Department of the num-
ber of installments to be collected, the
amount or percentage of disposable pay
to be collected in each installment, and
the commencement date of the install-
ments, if a date other than the next of-
ficially established pay period is re-
quired.

(3) Unless the employee has con-
sented in writing to the salary deduc-
tions or signed a statement acknowl-
edging receipt of the required proce-
dures and the written consent or state-
ment is forwarded to the Department,
the creditor agency must advise the
Department of the action(s) taken
under 5 U.S.C. §5514, and give the
date(s) the action(s) was taken.

(b) Requests for recovery. (1) Complete
claim. When the Department receives a
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properly certified debt claim from a
creditor agency, deductions should be
scheduled to begin prospectively at the
next officially established pay interval.
The employee must receive written no-
tice as described in §33.10 that the De-
partment has received a certified debt
claim from the creditor agency, includ-
ing the amount, and written notice of
the date deductions from salary will
commence and the amount of such de-
ductions.

(2) Incomplete claim. When the Depart-
ment receives an incomplete debt
claim from a creditor agency, the Sec-
retary shall return the debt claim with
a notice that procedures under 5 U.S.C.
55614 and 5 CFR part 550, subpart K,
must be provided and a properly cer-
tified debt claim received before action
will be taken to collect from the em-
ployee’s current pay account.

(c) Review. The Secretary is not re-
quired or authorized to review the mer-
its of the determination with respect
to the amount or validity of the debt
certified by the creditor agency.

(d) Employees separating. If an em-
ployee begins separation action before
the Department collects the total debt
due the creditor agency, the following
actions will be taken:

(1) To the extent possible, the bal-
ance owed the creditor agency will be
liquidated from a final salary check, or
other final payments of any nature due
the employee from the Department;

(2) The Secretary will certify the
total amount of the Department’s col-
lection on the debt and send a copy of
the certification to the employee and
another copy to the creditor agency;
and

(3) If the Department’s collection
does not fully satisfy the debt, and the
Secretary is aware that the employee
is entitled to payments from the Civil
Service Retirement and Disability
Fund, or other similar payments that
may be due the employee from other
Federal Government sources, the Sec-
retary will provide written notification
of the outstanding debt to the agency
responsible for making such payments
to the employee. The written notifica-
tion shall state that the employee owes
a debt, the amount of the debt, and
that the provisions of this section have
been fully complied with. The Depart-
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ment shall furnish a copy of this writ-
ten notification to the creditor agency
so that it can file a properly certified
debt claim with the agency responsible
for making such payments.

(e) Employees who transfer to another
paying agency. If, after the creditor
agency has submitted a debt claim to
the Department, the employee trans-
fers from the Department to a different
paying agency before the debt is col-
lected in full, the Secretary shall:

(1) Certify the total amount of the
collection made on the debt; and

(2) Furnish a copy of the certification
to the employee and another copy to
the creditor agency along with notice
of the employee’s transfer.

§33.13 Interest, penalties, and admin-
istrative costs.

Debts owed to the Department shall
be assessed interest, penalties and ad-
ministrative costs in accordance with
45 CFR 30.18.

§33.14 Non-waiver of rights.

An employee’s involuntary payment
of all or any portion of a debt collected
under this part shall not be construed
as a waiver of any rights which the em-
ployee may have under 5 U.S.C. 5514 or
any other provision of law or contract,
unless there are statutory or contrac-
tual provisions to the contrary.

§33.15 Refunds.

(a) The Secretary shall promptly re-
fund any amounts paid or deducted
under this part when:

(1) A debt is waived or otherwise
found not owing to the United States;
or

(2) The employee’s paying agency is
directed by administrative or judicial
order to refund amount deducted from
the employee’s current pay.

(b) Unless required or permitted by
law or contract, refunds shall not bear
interest.

§33.16 Additional administrative col-
lection action.

Nothing contained in this part is in-
tended to preclude the use of any other
appropriate administrative remedy.
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PART 34—CLAIMS FILED UNDER THE
MILITARY PERSONNEL AND CIVIL-
IAN EMPLOYEES ACT

Sec.
34.1
34.2
34.3
34.4
34.5
34.6
34.7
34.8
34.9

AUTHORITY: 31 U.S.C. 3721.

SOURCE: 69 FR 13257, Mar. 22, 2004, unless
otherwise noted.

Purpose and scope.

Definitions.

Filing procedures and time limits.
Allowable claims.

Unallowable claims.

Reconsideration or appeal.

Payment procedures.

Computation of award and settlement.
Claims involving carriers or insurers.

§34.1 Purpose and scope.

(a) Purpose. This part prescribes po-
lices and procedures for handling
claims not in excess of $40,000.00 filed
by employees against the Department
of Health and Human Services under
the Military Personnel and Civilian
Employees Claims (MPCE) Act of 1964,
31 U.S.C. 3721, for damage to, or loss of,
property against the Department.
Under the MPCE Act, the Secretary
may approve claims made against the
Government by a federal government
employee for damage to or loss of per-
sonal property that is incident to em-
ployment when the loss or damage is
not due to any negligence on the part
of employee.

(b) Scope. This part applies to all De-
partmental Operating Divisions and
Regional Offices that process and re-
view claims under the MPCE Act.
Nothing in this part shall be construed
to bar other types of claims that are
payable under other statutory author-
ity such as, but not limited to, the
Federal Tort Claims Act (28 U.S.C.
2671-2680).

§34.2 Definitions.

In this part, unless the context oth-
erwise requires:

Claim means any claim filed by or on
behalf of an employee for damage to, or
loss of, property that is incident to the
claimant’s employment. This defini-
tion includes claims where the claim-
ant is not the legal owner of the prop-
erty in question, but has obtained au-
thorization from the legal owner to
posses or control the property.

§34.3

Claimant means an employee who has
filed a claim with the Department
under the MPCE Act.

Damage or loss means total or partial
destruction or loss of the item claimed.

Department means the Department of
Health and Human Services.

Employee means an officer or em-
ployee of the Department.

Quarters means a house, apartment
or other residence assigned by the gov-
ernment to an employee of the Depart-
ment.

§34.3 Filing procedures and time lim-
its.

(a) Who may file a claim. A claim may
be filed by the following individuals:

(1) An employee;

(2) An authorized agent or represent-
ative of an employee or employee’s es-
tate, regardless of whether the claim
arose before or concurrent with an em-
ployee’s death; and

(3) A former employee or his author-
ized agent or representative if damage
or loss occurred prior to the separation
from the Department.

(b) Requirements. A claim submitted
under this part must be presented in
writing to the Claims Officer (See para-
graph (c¢) of this section). Claims may
be submitted on a HHS-481 form, Em-
ployee Claim for Loss or Damage to
Personal Property. All claims must be
signed by the claimant or his author-
ized agent or representative. The HHS-
Form can be obtained from the Claims
Officer or downloaded from the Pro-
gram Support Center’s webpage at
www.psc.gov. All claims must include
the following:

(1) Name and address of the claimant;

(2) The office in which the claimant
was employed at the time of loss, cur-
rent office, if different, and telephone
number;

(3) Date of loss or damage;

(4) Amount of claim;

(5) Description of the property, in-
cluding but not limited to type, design,
model number, date acquired, value
when acquired, value when lost, and es-
timation of repair or replacement cost;

(6) Description of incident; and

(7) If property was insured when loss
or damage occurred, a statement indi-
cating whether a claim was filed with
an insurance carrier.
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(c) Where to file your claim. (1) Claim-
ants employed with the Regional Of-
fices should submit claims to the Chief
Regional Counsel, Office of the General
Counsel, within the claimant’s Region.

(2) All other claimants must submit
claims to the Office of the General
Counsel, General Law Division, Claims
and Employment Law Branch, 330 Inde-
pendence Ave., SW., Room 4760, Cohen
Building, Washington, DC 20201.

(d) Evidence required. You must sub-
mit the following:

(1) Not less than two itemized signed
estimates for the cost of repairs, or an
itemized bill of repair for the damaged
property;

(2) In the event the property is not
economically repairable or is totally
lost or destroyed, proof of this fact, its
market value before or after loss, pur-
chase price, and date of acquisition of
the property;

(3) Proof of ownership or right to re-
cover for the damage such as a receipt;

(4) Police/incident report;

(5) If property is insured, insurance
information, such as insurance carrier,
type of coverage, deductible, and
whether claim has been filed and/or
paid;

(6) Travel orders, if applicable;

(7) Any citations or traffic tickets, if
applicable; and

(8) Any other evidence required by
the claims officer not specified above.

(e) Time limit. (1) A claim filed under
this section must be filed in writing
with the Department within two years
from the date of the incident.

(2) If the claim accrues in the time of
war or in the time of armed conflict in
which any armed forces of the United
States are engaged or if such a war or
armed conflict occurs within two years
after the claim accrues, and if good
cause is shown, the claim shall be pre-
sented no more than two years after
that cause ceases to exist, or two years
after the war or armed conflict is ter-
minated, whichever is earlier.

(3) All required evidence in support of
a claim submitted under this section
must be forwarded to the claims officer
within sixty days after request. Failure
to do so will be deemed as an abandon-
ment of the claim and the claim will be
disallowed.
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§34.4 Allowable claims.

(a) What you can claim. (1) Claims for
damage or loss may be allowed where
possession of the property was lawful
and reasonable under circumstances.

(2) Claims for property damage or
loss by fire, flood, hurricane, theft, or
other serious occurrence may be al-
lowed when the property is located in-
side:

(i) Quarters that have been assigned
or provided by the government; or

(ii) Quarters outside the United
States whether assigned by the govern-
ment or not, except when a civilian
employee outside the U.S. is a local in-
habitant.

(3) Claims for damage to, or loss of,
property may be allowed when caused
by:

(i) Marine, air disaster, enemy action
or threat thereof, or other extraor-
dinary risks incurred incident to the
performance of official duties by the
claimant; and

(ii) Efforts by the claimant to save
human life or government property.

(4) Property used for the benefit of
the government. Claims may be al-
lowed for damage to, or loss of, prop-
erty used for the benefit of the govern-
ment at the request, or with the
knowledge and consent of, superior au-
thority.

(6) Claims for clothing and acces-
sories may be allowed when loss or
damage was caused by faulty or defec-
tive equipment or furnishings owned or
managed by the Department.

(6) Claims for stolen property, only if
it is determined that the claimant ex-
ercised due care in protecting his prop-
erty and there is clear evidence that a
burglary or theft occurred.

(7) Claims for automobiles, only when
required to perform official business or
parked on a government-owned or oper-
ated parking lot or garage incident to
employment. This subsection does not
include claims for damage or loss when
traveling between place of residence
and duty station, or when the loss or
damage was caused by the negligence
of a third party. If the automobile is a
total loss, the maximum amount al-
lowed is the value of the vehicle at the
time of loss as determined by the Na-
tional Automobile Dealer Association
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Appraisal Guide or similar publica-
tions.

(8) Claims for any other meritorious
claims in exceptional cases may be al-
lowed by the Claims Officer.

(9) Transportation or travel losses.
Damage or loss of personal property,
including baggage and household
items, while being transported by a
carrier, agent or agency of the govern-
ment, or private conveyance, may be
allowed only if the property is shipped
under orders or in connection with
travel orders.

§34.5

(a) What you cannot claim. (1) Claims
for money or currency, such as intan-
gible property (i.e. bankbooks, check,
money orders, promissory notes, stock
certificates, etc.).

(2) Worn-out or unserviceable prop-

Unallowable claims.

erty.
(3) RBasily pilferable articles, such as
jewelry, cameras, watches, and bin-

oculars when they are shipped with
household goods by a moving company
or unaccompanied baggage. This does
not apply to checked property or prop-
erty in personal custody of the claim-
ant or his agent provided proper secu-
rity measures have been taken.

(4) Government property.

(5) Appraisal or estimate fees.

(6) Automobiles, except when re-
quired to perform official business or
parked on a government-owned or oper-
ated parking lot or garage incident to
employment.

(7) Lioss or damage caused in whole or
in part by the negligent or wrongful
act of the claimant or his agent or em-
ployee.

(8) Claims under $30.00.

(9) Stolen property when it’s deter-
mined that claimant failed to exercise
due care in protecting his or her prop-
erty.

(10) Sales Tax. Reimbursements for
the payment of sales tax incurred in
connection with repairs or replacing an
item will not be allowed.

§34.6 Reconsideration or appeal.

(a) Requests for reconsideration or
appeal shall be forwarded to the Asso-
ciate General Counsel, General Law Di-
vision, Office of the General Counsel,
within sixty days from the date of the

§34.8

Claims Officer’s decision along with
any new evidence supporting the claim.

(b) A voucher or a supplemental
voucher will be prepared by the Claims
Officer if it is determined that the
claimant’s request for reconsideration
should be allowed.

§34.7 Payment procedures.

(a) For all claims that are approved
in whole or part, the claims officer
shall prepare and mail a payment
voucher to the claimant.

(b) This voucher shall be mailed to
the claimant with appropriate instruc-
tions.

(¢c) Upon receipt of the signed pay-
ment voucher, the claims officer shall
sign and forward the signed voucher to
the office where the claimant is or was
employed for processing.

(d) Upon receipt of the signed pay-
ment voucher, the office in which the
claimant is or was employed will sub-
mit the voucher for transmission to
the Treasury Department for issuance
of a check in the sum allowed.

(e) Funds paid for settlement of al-
lowed claims shall be made from appro-
priations of the office in which the
claimant is or was employed.

§34.8 Computation of award and set-
tlement.

(a) The amount awarded on any item
of property shall not exceed the ad-
justed cost of the item based on the
cost of replacing it with a similar one
of the same quality minus the appro-
priate depreciation rate. The amount
normally payable on property damaged
beyond economical repair shall not ex-
ceed its depreciated value. If the cost
of repairs is less than the depreciated
value it shall be considered economi-
cally repairable and the costs of repairs
shall be the amount payable.

(b) Depreciation in value of an item
shall be determined by considering the
type of article involved, its replace-
ment cost, condition when lost or dam-
aged beyond economical repair, and the
time elapsed between the date of acqui-
sition and the date of accrual of the
claim.

(c) Notwithstanding any other provi-
sion of law, settlements of claims
under the MPCE Act are final and con-
clusive. The acceptance of a settlement
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constitutes a complete release of any
claim against the United States and
any employee of the government whose
act or omission gave rise to the claim
by reason of the same claim.

§34.9 Claims involving carriers or in-
surers.

(a) Carriers. (1) If property is dam-
aged, lost or destroyed while being
shipped pursuant to authorized travel
orders, the owner shall file a written
claim for reimbursement against the
carrier no later than nine months from
the date of delivery or should have
been made according to the terms of
the contract. It shall be filed before or
concurrent with submitting a claim
against the government under this
part.

(2) The demand shall be made against
the responsible carrier if more than
one contract was issued, a separate de-
mand shall be made against the last
carrier on each such document, unless
claimant knows which carrier was in
possession of the property when the
damage or loss occurred.

(b) Insurers. (1) If property which is
damaged, lost, or destroyed incident to
the claimant’s service is insured in
whole or in part, the claimant shall in-
form the Claims Officer whether a
claim was made with the insurance
carrier.

(2) The claimant shall inform the
claims officer if he or she received a re-
imbursement from the insurance car-
rier for the item that was damaged or
lost. The exact amount of the reim-
bursement must be reported.

(3) If the claimant receives a reim-
bursement for the lost or damaged
property from an insurance carrier, the
maximum amount that can be recov-
ered from the Department is the dif-
ference between an appropriate award
under this regulation and the amount
recovered from the insurance carrier.
The claimant is responsible for submit-
ting to the Department documentation
that identifies the exact amount of the
reimbursement.
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PART 35—TORT CLAIMS AGAINST
THE GOVERNMENT

Subpart A—General

Sec.
35.1 Scope of regulations.

Subpart B—Procedures

356.2 Administrative claim; when presented;
place of filing.

35.3 Administrative claim; who may file.

356.4 Administrative claims; evidence and in-
formation to be submitted.

35.5 Investigation, examination, and deter-
mination of claims.

35.6 Final denial of claim.

35.7 Payment of approved claims.

35.8 Release.

35.9 Penalties.

35.10 Limitation on Department’s author-
ity.

AUTHORITY: Sec. 1(a), 80 Stat. 306; 28 U.S.C.
2672; 28 CFR Part 14.

SOURCE: 32 FR 14101, Oct. 11, 1967, unless
otherwise noted.

Subpart A—General

§35.1 Scope of regulations.

The regulations in this part shall
apply only to claims asserted under the
Federal Tort Claims Act, as amended,
28 U.S.C. sections 2671-2680, accruing on
or after January 18, 1967, for money
damages against the United States for
damage to or loss of property or per-
sonal injury or death caused by the
negligent or wrongful act or omission
of any employee of the Department of
Health and Human Services while act-
ing within the scope of his office or em-
ployment.

Subpart B—Procedures

§35.2 Administrative claim; when pre-
sented; place of filing.

(a) For purposes of the regulations in
this part, a claim shall be deemed to
have been presented when the Depart-
ment of Health and Human Services re-
ceives, at a place designated in para-
graph (b) of this section, an executed
Standard Form 95 or other written no-
tification of an incident accompanied
by a claim for money damages in a sum
certain for damage to or loss of prop-
erty, for personal injury, or for death,
alleged to have occurred by reason of
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the incident. A claim which should
have been presented to the Department
but which was mistakenly addressed to
or filed with another Federal agency,
shall be deemed to be presented to the
Department as of the date that the
claim is received by the Department. A
claim mistakenly addressed to or filed
with the Department shall forthwith be
transferred to the appropriate Federal
agency, if ascertainable, or returned to
the claimant.

(b) A claim presented in compliance
with paragraph (a) of this section may
be amended by the claimant at any
time prior to final action by the De-
partment Claims Officer or prior to the
exercise of the claimant’s option to
bring suit under 28 U.S.C. 2675(a).
Amendments shall be submitted in
writing and signed by the claimant or
his duly authorized agent or legal rep-
resentative. Upon the timely filing of
an amendment to a pending claim, the
Department shall have 6 months in
which to make a final disposition of
the claim as amended and the claim-
ant’s option under 28 U.S.C. 2675(a)
shall not accrue until 6 months after
the filing of an amendment.

(¢) Forms may be obtained and
claims may be filed, with the office,
local, regional, or headquarters, of the
constituent organization having juris-
diction over the employee involved in
the accident or incident, or with the
Department of Health and Human
Services Claims Officer, Washington,
DC 20201.

[32 FR 14101, Oct. 11, 1967, as amended at 35
FR 4517, Mar. 13, 1970]

§35.3 Administrative claim; who may
file.

(a) A claim for injury to or loss of
property may be presented by the
owner of the property interest which is
the subject of the claim, his duly au-
thorized agent, or his legal representa-
tive.

(b) A claim for personal injury may
be presented by the injured person, his
duly authorized agent, or his legal rep-
resentative.

(c) A claim based on death may be
presented by the executor or adminis-
trator of the decedent’s estate or by
any other person legally entitled to as-
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sert such a claim under applicable
state law.

(d) A claim for loss wholly com-
pensated by an insurer with the rights
of a subrogee may be presented by the
insurer. A claim for loss partially com-
pensated by an insurer with the rights
of a subrogee may be presented by the
insurer or the insured individually, as
their respective interests appear, or
jointly. Whenever an insurer presents a
claim asserting the rights of a
subrogee, he shall present with his
claim appropriate evidence that he has
the rights of a subrogee.

(e) A claim presented by an agent or
legal representative shall be presented
in the name of the claimant, be signed
by the agent or legal representative,
show the title or legal capacity of the
person signing, and be accompanied by
evidence of his authority to present a
claim on behalf of the claimant as
agent, executor, administrator, parent,
guardian, or other representative.

§35.4 Administrative claims; evidence
and information to be submitted.

(a) Death. In support of a claim based
on death, the claimant may be required
to submit the following evidence or in-
formation:

(1) An authenticated death certifi-
cate or other competent evidence show-
ing cause of death, date of death, and
age of the decedent.

(2) Decedent’s employment or occu-
pation at time of death, including his
monthly or yearly salary or earnings
(if any), and the duration of his last
employment or occupation.

(3) Full names, addresses, birth dates,
kinship, and marital status of the dece-
dent’s survivors, including identifica-
tion of those survivors who were de-
pendent for support upon the decedent
at the time of his death.

(4) Degree of support afforded by the
decedent to each survivor dependent
upon him for support at the time of his
death.

(5) Decedent’s general physical and
mental condition before death.

(6) Itemized bills for medical and bur-
ial expenses incurred by reason of the
incident causing death, or itemized re-
ceipts of payments for such expenses.
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(7) If damages for pain and suffering
prior to death are claimed, a physi-
cian’s detailed statement specifying
the injuries suffered, duration of pain
and suffering, any drugs administered
for pain and the decedent’s physical
condition in the interval between in-
jury and death.

(8) Any other evidence or information
which may have a bearing on either the
responsibility of the United States for
the death or the damages claimed.

(b) Personal injury. In support of a
claim for personal injury, including
pain and suffering, the claimant may
be required to submit the following
evidence or information:

(1) A written report by his attending
physician or dentist setting forth the
nature and extent of the injury, nature
and extent of treatment, any degree of
temporary or permanent disability, the
prognosis, period of hospitalization,
and any diminished earning capacity.
In addition, the claimant may be re-
quired to submit to a physical or men-
tal examination by a physician em-
ployed or designated by the Depart-
ment or the constituent organization.
A copy of the report of the examining
physician shall be made available to
the claimant upon the claimant’s writ-
ten request provided that claimant has,
upon request, furnished the report re-
ferred to in the first sentence of this
subparagraph and has made or agrees
to make available to the Department
or the operating agency any other phy-
sician’s reports previously or there-
after made of the physical or mental
condition which is the subject matter
of his claim.

(2) Itemized bills for medical, dental,
and hospital expenses incurred, or
itemized receipts of payment for such
expenses.

(3) If the prognosis reveals the neces-
sity for future treatment, a statement
of expected duration of and expenses
for such treatment.

(4) If a claim is made for loss of time
from employment, a written statement
from his employer showing actual time
lost from employment, whether he is a
full or part-time employee, and wages
or salary actually lost.

(5) If a claim is made for loss of in-
come and the claimant is self-em-
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ployed, documentary evidence showing
the amount of earnings actually lost.

(6) Any other evidence or information
which may have a bearing on either the
responsibility of the United States for
the personal injury or the damages
claimed.

(c) Property damage. In support of a
claim for damage to or loss of property,
real or personal, the claimant may be
required to submit the following evi-
dence or information:

(1) Proof of ownership.

(2) A detailed statement of the
amount claimed with respect to each
item of property.

(3) An itemized receipt of payment
for necessary repairs or itemized writ-
ten estimates of the cost of such re-
pairs.

(4) A statement listing date of pur-
chase, purchase price, market value of
the property as of date of damage, and
salvage value, where repair is not eco-
nomical.

(5) Any other evidence or information
which may have a bearing either on the
responsibility of the United States for
the injury to or loss of property or the
damages claimed.

(d) Time limit. All evidence required
to be submitted by this section shall be
furnished by the claimant within a rea-
sonable time. Failure of a claimant to
furnish evidence necessary to a deter-
mination of his claim within three
months after a request therefor has
been mailed to his last known address
may be deemed an abandonment of the
claim. The claim may be thereupon
disallowed.

§35.5 Investigation, examination, and
determination of claims.

When a claim is received, the con-
stituent agency out of whose activities
the claim arose shall make such inves-
tigation as may be necessary or appro-
priate for a determination of the valid-
ity of the claim and thereafter shall
forward the claim, together with all
pertinent material, and a recommenda-
tion based on the merits of the case,
with regard to allowance or disallow-
ance of the claim, to the Department
Claims Officer to whom authority has
been delegated to adjust, determine,
compromise and settle all claims here-
under.
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§35.6 Final denial of claim.

(a) Final denial of an administrative
claim shall be in writing and sent to
the claimant, his attorney, or legal
representative by certified or reg-
istered mail. The notification of final
denial may include a statement of the
reasons for the denial and shall include
a statement that, if the claimant is
dissatisfied with the Department’s ac-
tion, he may file suit in an appropriate
U.S. District Court not later than 6
months after the date of mailing of the
notification.

(b) Prior to the commencement of
suit and prior to the expiration of the
6-month period after the date of mail-
ing, by certified or registered mail of
notice of final denial of the claim as
provided in 28 U.S.C. 2401(b), a claim-
ant, his duly authorized agent, or legal
representative, may file a written re-
quest with the Department for recon-
sideration of a final denial of a claim
under paragraph (a) of this section.
Upon the timely filing of a request for
reconsideration the Department shall
have 6 months from the date of filing
in which to make a final disposition of
the claim and the claimant’s option
under 28 U.S.C. 2675(a) to bring suit
shall not accrue until 6 months after
the filing of a request for reconsider-
ation. Final Department action on a
request for reconsideration shall be ef-
fected in accordance with the provi-
sions of paragraph (a) of this section.

[32 FR 14101, Oct. 11, 1967, as amended at 35
FR 4517, Mar. 13, 1970]

§35.7 Payment of approved claims.

(a) Upon allowance of his claim,
claimant or his duly authorized agent
shall sign the voucher for payment,
Standard Form 1145, before payment is
made.

(b) When the claimant is represented
by an attorney, the voucher for pay-
ment (SF 1145) shall designate both the
claimant and his attorney as ‘‘payees.”
The check shall be delivered to the at-
torney whose address shall appear on
the voucher.

§35.8 Release.

Acceptance by the claimant, his
agent or legal representative, of any
award, compromise or settlement made

§35.10

hereunder, shall be final and conclusive
on the claimant, his agent or legal rep-
resentative and any other person on
whose behalf or for whose benefit the
claim has been presented, and shall
constitute a complete release of any
claim against the United States and
against any employee of the Govern-
ment whose act or omission gave rise
to the claim, by reason of the same
subject matter.

§35.9 Penalties.

A person who files a false claim or
makes a false or fraudulent statement
in a claim against the United States
may be liable to a fine of not more
than $10,000 or to imprisonment of not
more than 5 years, or both (18 U.S.C.
287.1001), and, in addition, to a for-
feiture of $2,000 and a penalty of double
the loss or damage sustained by the
United States (31 U.S.C. 231).

§35.10 Limitation on Department’s au-
thority.

(a) An award, compromise or settle-
ment of a claim hereunder in excess of
$25,000 shall be effected only with the
prior written approval of the Attorney
General or his designee. For the pur-
poses of this paragraph, a principal
claim and any derivative or subrogated
claim shall be treated as a single
claim.

(b) An administrative claim may be
adjusted, determined, compromised or
settled hereunder only after consulta-
tion with the Department of Justice
when, in the opinion of the Depart-
ment:

(1) A new precedent or a new point of
law is involved; or

(2) A question of policy is or may be
involved; or

(3) The United States is or may be
entitled to indemnity or contribution
from a third party and the Department
is unable to adjust the third party
claim; or

(4) The compromise of a particular
claim, as a practical matter, will or
may control the disposition of a re-
lated claim in which the amount to be
paid may exceed $25,000.

(¢c) An administrative claim may be
adjusted, determined, compromised or
settled only after consultation with
the Department of Justice when it is
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learned that the United States or an
employee, agent or cost plus con-
tractor of the United States is involved
in litigation based on a claim arising
out of the same incident or trans-
action.

PART 36—INDEMNIFICATION OF
HHS EMPLOYEES

§36.1 Policy.

(a) The Department of Health and
Human Services may indemnify, in
whole or in part, its employees (which
for the purpose of this regulation in-
cludes former employees) for any ver-
dict, judgment or other monetary
award which is rendered against any
such employee, provided that the con-
duct giving rise to the verdict, judg-
ment or award was taken within the
scope of his or her employment with
the Department and that such indem-
nification is in the interest of the
United States, as determined by the
Secretary, or his or her designee, in his
or her discretion.

(b) The Department of Health and
Human Services may settle or com-
promise a personal damage claim
against its employee by the payment of
available funds, at any time, provided
the alleged conduct giving rise to the
personal damage claim was taken with-
in the scope of employment and that
such settlement or compromise is in
the interest of the United States, as de-
termined by the Secretary, or his or
her designee, in his or her discretion.

(c) Absent exceptional cir-
cumstances, as determined by the Sec-
retary or his or her designee, the De-
partment will not entertain a request
either to agree to indemnify or to set-
tle a personal damage claim before
entry of an adverse verdict, judgment
or monetary award.

(d) When an employee of the Depart-
ment of Health and Human Services be-
comes aware that an action has been
filed against the employee in his or her
individual capacity as a result of con-
duct taken within the scope of his or
her employment, the employee should
immediately notify the Department
that such an action is pending.

(e) The employee may, thereafter, re-
quest either (1) indemnification to sat-
isfy a verdict, judgment or award en-
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tered against the employee or (2) pay-
ment to satisfy the requirements of a
settlement proposal. The employee
shall submit a written request, with
documentation including copies of the
verdict, judgment, award or settlement
proposal, as appropriate, to the head of
his employing component, who shall
thereupon submit to the General Coun-
sel, in a timely manner, a rec-
ommended disposition of the request.
The General Counsel shall also seek
the views of the Department of Justice.
The General Counsel shall forward the
request, the employing component’s
recommendation and the General
Counsel’s recommendation to the Sec-
retary for decision.

(f) Any payment under this section
either to indemnify a Department of
Health and Human Services employee
or to settle a personal damage claim
shall be contingent upon the avail-
ability of appropriated funds of the em-
ploying component of the Department
of Health and Human Services.

(Authority: 5 U.S.C. 301)
[63 FR 11280, Apr. 6, 1988]

PART 46—PROTECTION OF HUMAN
SUBJECTS

Subpart A—Basic HHS Policy for Protection
of Human Research Subjects

Sec.

46.101 To what does this policy apply?

46.102 Definitions.

46.103 Assuring compliance with this pol-
icy—research conducted or supported by
any Federal Department or Agency.

46.104-46.106 [Reserved]

46.107 IRB membership.

46.108 IRB functions and operations.

46.109 IRB review of research.

46.110 Expedited review procedures for cer-
tain kinds of research involving no more
than minimal risk, and for minor
changes in approved research.

46.111 Criteria for IRB approval of research.

46.112 Review by institution.

46.113 Suspension or termination of IRB ap-
proval of research.

46.114 Cooperative research.

46.115 IRB records.

46.116 General requirements for informed
consent.

46.117 Documentation of informed consent.

46.118 Applications and proposals lacking
definite plans for involvement of human
subjects.
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46.119 Research undertaken without the in-
tention of involving human subjects.
46.120 Evaluation and disposition of applica-
tions and proposals for research to be
conducted or supported by a Federal De-

partment or Agency.

46.121 [Reserved]

46.122 TUse of Federal funds.

46.123 Early termination of research sup-
port: Evaluation of applications and pro-
posals.

46.124 Conditions.

Subpart B—Additional Protections for Preg-
nant Women, Human Fetuses and
Neonates Involved in Research

46.201 To what do these regulations apply?

46.202 Definitions.

46.203 Duties of IRBs in connection with re-
search involving pregnant women,
fetuses, and neonates.

46.204 Research involving pregnant women
or fetuses.

46.205 Research involving neonates.

46.206 Research involving, after delivery,
the placenta, the dead fetus or fetal ma-
terial.

46.207 Research not otherwise approvable
which presents an opportunity to under-
stand, prevent, or alleviate a serious
problem affecting the health or welfare
of pregnant women, fetuses, or neonates.

Subpart C—Additional Protections Per-
taining to Biomedical and Behavioral
Research Involving Prisoners as Sub-
jects

46.301 Applicability.

46.302 Purpose.

46.303 Definitions.

46.304 Composition of Institutional Review
Boards where prisoners are involved.

46.306 Additional duties of the Institutional
Review Boards where prisoners are in-
volved.

46.306 Permitted research
oners.

involving pris-

Subpart D—Additional Protections for
Children Involved as Subjects in Research

46.401 To what do these regulations apply?

46.402 Definitions.

46.403 IRB duties.

46.404 Research not involving greater than
minimal risk.

46.4056 Research involving greater than
minimal risk but presenting the prospect
of direct benefit to the individual sub-
jects.

46.406 Research involving greater than
minimal risk and no prospect of direct
benefit to individual subjects, but likely
to yield generalizable knowledge about
the subject’s disorder or condition.

§46.101

46.407 Research not otherwise approvable
which presents an opportunity to under-
stand, prevent, or alleviate a serious
problem affecting the health or welfare
of children.

46.408 Requirements for permission by par-
ents or guardians and for assent by chil-
dren.

46.409 Wards.

AUTHORITY: 5 U.S.C. 301; 42 U.S.C. 289(a).

EDITORIAL NOTE: The Department of
Health and Human Services issued a notice
of waiver regarding the requirements set
forth in part 46, relating to protection of
human subjects, as they pertain to dem-
onstration projects, approved under section
1115 of the Social Security Act, which test
the use of cost—sharing, such as deductibles,
copayment and coinsurance, in the Medicaid
program. For further information see 47 FR
9208, Mar. 4, 1982.

Subpart A—Basic HHS Policy for
Protection of Human Research
Subjects

AUTHORITY: 5 U.S.C. 301; 42 U.S.C. 289, 42
U.S.C. 300v-1(b).

SOURCE: 56 FR 28012, 28022, June 18, 1991,
unless otherwise noted.

§46.101 To what does
apply?

(a) Except as provided in paragraph
(b) of this section, this policy applies
to all research involving human sub-
jects conducted, supported or otherwise
subject to regulation by any federal de-
partment or agency which takes appro-
priate administrative action to make
the policy applicable to such research.
This includes research conducted by
federal civilian employees or military
personnel, except that each department
or agency head may adopt such proce-
dural modifications as may be appro-
priate from an administrative stand-
point. It also includes research con-
ducted, supported, or otherwise subject
to regulation by the federal govern-
ment outside the United States.

(1) Research that is conducted or sup-
ported by a federal department or
agency, whether or not it is regulated
as defined in §46.102(e), must comply
with all sections of this policy.

(2) Research that is neither con-
ducted nor supported by a federal de-
partment or agency but is subject to
regulation as defined in §46.102(e) must

this policy
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be reviewed and approved, in compli-
ance with §46.101, §46.102, and §46.107
through §46.117 of this policy, by an in-
stitutional review board (IRB) that op-
erates in accordance with the pertinent
requirements of this policy.

(b) Unless otherwise required by de-
partment or agency heads, research ac-
tivities in which the only involvement
of human subjects will be in one or
more of the following categories are
exempt from this policy:

(1) Research conducted in established
or commonly accepted educational set-
tings, involving normal educational
practices, such as (i) research on reg-
ular and special education instruc-
tional strategies, or (ii) research on the
effectiveness of or the comparison
among instructional techniques, cur-
ricula, or classroom management
methods.

(2) Research involving the use of edu-
cational tests (cognitive, diagnostic,
aptitude, achievement), survey proce-
dures, interview procedures or observa-
tion of public behavior, unless:

(i) Information obtained is recorded
in such a manner that human subjects
can be identified, directly or through
identifiers linked to the subjects; and
(ii) any disclosure of the human sub-
jects’ responses outside the research
could reasonably place the subjects at
risk of criminal or civil liability or be
damaging to the subjects’ financial
standing, employability, or reputation.

(3) Research involving the use of edu-
cational tests (cognitive, diagnostic,
aptitude, achievement), survey proce-
dures, interview procedures, or obser-
vation of public behavior that is not
exempt under paragraph (b)(2) of this
section, if:

(i) The human subjects are elected or
appointed public officials or candidates
for public office; or (ii) federal stat-
ute(s) require(s) without exception that
the confidentiality of the personally
identifiable information will be main-
tained throughout the research and
thereafter.

(4) Research, involving the collection
or study of existing data, documents,
records, pathological specimens, or di-
agnostic specimens, if these sources are
publicly available or if the information
is recorded by the investigator in such
a manner that subjects cannot be iden-
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tified, directly or through identifiers
linked to the subjects.

(5) Research and demonstration
projects which are conducted by or sub-
ject to the approval of department or
agency heads, and which are designed
to study, evaluate, or otherwise exam-
ine:

(i) Public benefit or service pro-
grams; (ii) procedures for obtaining
benefits or services under those pro-
grams; (iii) possible changes in or al-
ternatives to those programs or proce-
dures; or (iv) possible changes in meth-
ods or levels of payment for benefits or
services under those programs.

(6) Taste and food quality evaluation
and consumer acceptance studies, (i) if
wholesome foods without additives are
consumed or (ii) if a food is consumed
that contains a food ingredient at or
below the level and for a use found to
be safe, or agricultural chemical or en-
vironmental contaminant at or below
the level found to be safe, by the Food
and Drug Administration or approved
by the Environmental Protection
Agency or the Food Safety and Inspec-
tion Service of the U.S. Department of
Agriculture.

(c) Department or agency heads re-
tain final judgment as to whether a
particular activity is covered by this
policy.

(d) Department or agency heads may
require that specific research activities
or classes of research activities con-
ducted, supported, or otherwise subject
to regulation by the department or
agency but not otherwise covered by
this policy, comply with some or all of
the requirements of this policy.

(e) Compliance with this policy re-
quires compliance with pertinent fed-
eral laws or regulations which provide
additional protections for human sub-
jects.

(f) This policy does not affect any
state or local laws or regulations which
may otherwise be applicable and which
provide additional protections for
human subjects.

(g) This policy does not affect any
foreign laws or regulations which may
otherwise be applicable and which pro-
vide additional protections to human
subjects of research.

(h) When research covered by this
policy takes place in foreign countries,

130



Department of Health and Human Services

procedures normally followed in the
foreign countries to protect human
subjects may differ from those set
forth in this policy. [An example is a
foreign institution which complies
with guidelines consistent with the
World Medical Assembly Declaration
(Declaration of Helsinki amended 1989)
issued either by sovereign states or by
an organization whose function for the
protection of human research subjects
is internationally recognized.] In these
circumstances, if a department or
agency head determines that the proce-
dures prescribed by the institution af-
ford protections that are at least
equivalent to those provided in this
policy, the department or agency head
may approve the substitution of the
foreign procedures in lieu of the proce-
dural requirements provided in this
policy. Except when otherwise required
by statute, Executive Order, or the de-
partment or agency head, notices of
these actions as they occur will be pub-
lished in the FEDERAL REGISTER or will
be otherwise published as provided in
department or agency procedures.

(i) Unless otherwise required by law,
department or agency heads may waive
the applicability of some or all of the
provisions of this policy to specific re-
search activities or classes of research
activities otherwise covered by this
policy. Except when otherwise required
by statute or Executive Order, the de-
partment or agency head shall forward
advance notices of these actions to the
Office for Human Research Protec-
tions, Department of Health and
Human Services (HHS), or any suc-
cessor office, and shall also publish
them in the FEDERAL REGISTER or in
such other manner as provided in de-
partment or agency procedures.!

[566 FR 28012, 28022, June 18, 1991; 56 FR 29756,
June 28, 1991, as amended at 70 FR 36328,
June 23, 2005]

1Institutions with HHS-approved assur-
ances on file will abide by provisions of title
45 CFR part 46 subparts A-D. Some of the
other Departments and Agencies have incor-
porated all provisions of title 45 CFR part 46
into their policies and procedures as well.
However, the exemptions at 45 CFR 46.101(b)
do not apply to research involving prisoners,
subpart C. The exemption at 45 CFR
46.101(b)(2), for research involving survey or
interview procedures or observation of public

§46.102

§46.102 Definitions.

(a) Department or agency head means
the head of any federal department or
agency and any other officer or em-
ployee of any department or agency to
whom authority has been delegated.

(b) Institution means any public or
private entity or agency (including fed-
eral, state, and other agencies).

(¢) Legally authorized representative
means an individual or judicial or
other body authorized under applicable
law to consent on behalf of a prospec-
tive subject to the subject’s participa-
tion in the procedure(s) involved in the
research.

(d) Research means a systematic in-
vestigation, including research devel-
opment, testing and evaluation, de-
signed to develop or contribute to gen-
eralizable knowledge. Activities which
meet this definition constitute re-
search for purposes of this policy,
whether or not they are conducted or
supported under a program which is
considered research for other purposes.
For example, some demonstration and
service programs may include research
activities.

(e) Research subject to regulation, and
similar terms are intended to encom-
pass those research activities for which
a federal department or agency has
specific responsibility for regulating as
a research activity, (for example, In-
vestigational New Drug requirements
administered by the Food and Drug Ad-
ministration). It does not include re-
search activities which are inciden-
tally regulated by a federal department
or agency solely as part of the depart-
ment’s or agency’s broader responsi-
bility to regulate certain types of ac-
tivities whether research or non-re-
search in nature (for example, Wage
and Hour requirements administered
by the Department of Labor).

(f) Human subject means a living indi-
vidual about whom an investigator
(whether professional or student) con-
ducting research obtains

(1) Data through intervention or
interaction with the individual, or

behavior, does not apply to research with

children, subpart D, except for research in-
volving observations of public behavior when
the investigator(s) do not participate in the
activities being observed.
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(2) Identifiable private information.

Intervention includes both physical pro-
cedures by which data are gathered (for
example, venipuncture) and manipula-
tions of the subject or the subject’s en-
vironment that are performed for re-
search purposes. Interaction includes
communication or interpersonal con-
tact between investigator and subject.
Private information includes informa-
tion about behavior that occurs in a
context in which an individual can rea-
sonably expect that no observation or
recording is taking place, and informa-
tion which has been provided for spe-
cific purposes by an individual and
which the individual can reasonably
expect will not be made public (for ex-
ample, a medical record). Private infor-
mation must be individually identifi-
able (i.e., the identity of the subject is
or may readily be ascertained by the
investigator or associated with the in-
formation) in order for obtaining the
information to constitute research in-
volving human subjects.

(g) IRB means an institutional review
board established in accord with and
for the purposes expressed in this pol-
icy.

(h) IRB approval means the deter-
mination of the IRB that the research
has been reviewed and may be con-
ducted at an institution within the
constraints set forth by the IRB and by
other institutional and federal require-
ments.

(i) Minimal risk means that the prob-
ability and magnitude of harm or dis-
comfort anticipated in the research are
not greater in and of themselves than
those ordinarily encountered in daily
life or during the performance of rou-
tine physical or psychological exami-
nations or tests.

(j) Certification means the official no-
tification by the institution to the sup-
porting department or agency, in ac-
cordance with the requirements of this
policy, that a research project or activ-
ity involving human subjects has been
reviewed and approved by an IRB in ac-
cordance with an approved assurance.
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§46.103 Assuring compliance with this
policy—research conducted or sup-
ported by any Federal Department
or Agency.

(a) Each institution engaged in re-
search which is covered by this policy
and which is conducted or supported by
a federal department or agency shall
provide written assurance satisfactory
to the department or agency head that
it will comply with the requirements
set forth in this policy. In lieu of re-
quiring submission of an assurance, in-
dividual department or agency heads
shall accept the existence of a current
assurance, appropriate for the research
in question, on file with the Office for
Human Research Protections, HHS, or
any successor office, and approved for
federalwide use by that office. When
the existence of an HHS-approved as-
surance is accepted in lieu of requiring
submission of an assurance, reports
(except certification) required by this
policy to be made to department and
agency heads shall also be made to the
Office for Human Research Protec-
tions, HHS, or any successor office.

(b) Departments and agencies will
conduct or support research covered by
this policy only if the institution has
an assurance approved as provided in
this section, and only if the institution
has certified to the department or
agency head that the research has been
reviewed and approved by an IRB pro-
vided for in the assurance, and will be
subject to continuing review by the
IRB. Assurances applicable to federally
supported or conducted research shall
at a minimum include:

(1) A statement of principles gov-
erning the institution in the discharge
of its responsibilities for protecting the
rights and welfare of human subjects of
research conducted at or sponsored by
the institution, regardless of whether
the research is subject to federal regu-
lation. This may include an appro-
priate existing code, declaration, or
statement of ethical principles, or a
statement formulated by the institu-
tion itself. This requirement does not
preempt provisions of this policy appli-
cable to department- or agency-sup-
ported or regulated research and need
not be applicable to any research ex-
empted or waived under §46.101 (b) or
@i).
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(2) Designation of one or more IRBs
established in accordance with the re-
quirements of this policy, and for
which provisions are made for meeting
space and sufficient staff to support
the IRB’s review and recordkeeping du-
ties.

(3) A list of IRB members identified
by name; earned degrees; representa-
tive capacity; indications of experience
such as board certifications, licenses,
etc., sufficient to describe each mem-
ber’s chief anticipated contributions to
IRB deliberations; and any employ-
ment or other relationship between
each member and the institution; for
example: full-time employee, part-time
employee, member of governing panel
or board, stockholder, paid or unpaid
consultant. Changes in IRB member-
ship shall be reported to the depart-
ment or agency head, unless in accord
with §46.103(a) of this policy, the exist-
ence of an HHS-approved assurance is
accepted. In this case, change in IRB
membership shall be reported to the
Office for Human Research Protec-
tions, HHS, or any successor office.

(4) Written procedures which the IRB
will follow (i) for conducting its initial
and continuing review of research and
for reporting its findings and actions to
the investigator and the institution;
(ii) for determining which projects re-
quire review more often than annually
and which projects need verification
from sources other than the investiga-
tors that no material changes have oc-
curred since previous IRB review; and
(iii) for ensuring prompt reporting to
the IRB of proposed changes in a re-
search activity, and for ensuring that
such changes in approved research,
during the period for which IRB ap-
proval has already been given, may not
be initiated without IRB review and
approval except when mnecessary to
eliminate apparent immediate hazards
to the subject.

(5) Written procedures for ensuring
prompt reporting to the IRB, appro-
priate institutional officials, and the
department or agency head of (i) any
unanticipated problems involving risks
to subjects or others or any serious or
continuing noncompliance with this
policy or the requirements or deter-
minations of the IRB and (ii) any sus-
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pension or termination of IRB ap-
proval.

(c) The assurance shall be executed
by an individual authorized to act for
the institution and to assume on behalf
of the institution the obligations im-
posed by this policy and shall be filed
in such form and manner as the depart-
ment or agency head prescribes.

(d) The department or agency head
will evaluate all assurances submitted
in accordance with this policy through
such officers and employees of the de-
partment or agency and such experts
or consultants engaged for this purpose
as the department or agency head de-
termines to be appropriate. The depart-
ment or agency head’s evaluation will
take into consideration the adequacy
of the proposed IRB in light of the an-
ticipated scope of the institution’s re-
search activities and the types of sub-
ject populations likely to be involved,
the appropriateness of the proposed ini-
tial and continuing review procedures
in light of the probable risks, and the
size and complexity of the institution.

(e) On the basis of this evaluation,
the department or agency head may
approve or disapprove the assurance, or
enter into negotiations to develop an
approvable one. The department or
agency head may limit the period dur-
ing which any particular approved as-
surance or class of approved assurances
shall remain effective or otherwise
condition or restrict approval.

(f) Certification is required when the
research is supported by a federal de-
partment or agency and not otherwise
exempted or waived under §46.101 (b) or
(i). An institution with an approved as-
surance shall certify that each applica-
tion or proposal for research covered
by the assurance and by §46.103 of this
Policy has been reviewed and approved
by the IRB. Such certification must be
submitted with the application or pro-
posal or by such later date as may be
prescribed by the department or agen-
cy to which the application or proposal
is submitted. Under no condition shall
research covered by §46.103 of the Pol-
icy be supported prior to receipt of the
certification that the research has been
reviewed and approved by the IRB. In-
stitutions without an approved assur-
ance covering the research shall certify
within 30 days after receipt of a request
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for such a certification from the de-
partment or agency, that the applica-
tion or proposal has been approved by
the IRB. If the certification is not sub-
mitted within these time limits, the
application or proposal may be re-
turned to the institution.

(Approved by the Office of Management and
Budget under Control Number 0990-0260)

[66 FR 28012, 28022, June 18, 1991; 56 FR 29756,
June 28, 1991, as amended at 70 FR 36328,
June 23, 2005]

§§46.104-46.106 [Reserved]

§46.107 IRB membership.

(a) Each IRB shall have at least five
members, with varying backgrounds to
promote complete and adequate review
of research activities commonly con-
ducted by the institution. The IRB
shall be sufficiently qualified through
the experience and expertise of its
members, and the diversity of the
members, including consideration of
race, gender, and cultural backgrounds
and sensitivity to such issues as com-
munity attitudes, to promote respect
for its advice and counsel in safe-
guarding the rights and welfare of
human subjects. In addition to pos-
sessing the professional competence
necessary to review specific research
activities, the IRB shall be able to as-
certain the acceptability of proposed
research in terms of institutional com-
mitments and regulations, applicable
law, and standards of professional con-
duct and practice. The IRB shall there-
fore include persons knowledgeable in
these areas. If an IRB regularly reviews
research that involves a vulnerable
category of subjects, such as children,
prisoners, pregnant women, or handi-
capped or mentally disabled persons,
consideration shall be given to the in-
clusion of one or more individuals who
are knowledgeable about and experi-
enced in working with these subjects.

(b) Every nondiscriminatory effort
will be made to ensure that no IRB
consists entirely of men or entirely of
women, including the institution’s con-
sideration of qualified persons of both
sexes, so long as no selection is made
to the IRB on the basis of gender. No
IRB may consist entirely of members
of one profession.

45 CFR Subtitle A (10-1-08 Edition)

(c) Each IRB shall include at least
one member whose primary concerns
are in scientific areas and at least one
member whose primary concerns are in
nonscientific areas.

(d) BEach IRB shall include at least
one member who is not otherwise affili-
ated with the institution and who is
not part of the immediate family of a
person who is affiliated with the insti-
tution.

(e) No IRB may have a member par-
ticipate in the IRB’s initial or con-
tinuing review of any project in which
the member has a conflicting interest,
except to provide information re-
quested by the IRB.

(f) An IRB may, in its discretion, in-
vite individuals with competence in
special areas to assist in the review of
issues which require expertise beyond
or in addition to that available on the
IRB. These individuals may not vote
with the IRB.

§46.108 IRB functions and operations.

In order to fulfill the requirements of
this policy each IRB shall:

(a) Follow written procedures in the
same detail as described in §46.103(b)(4)
and, to the extent required by,
§46.103(b)(5).

(b) Except when an expedited review
procedure is used (see §46.110), review
proposed research at convened meet-
ings at which a majority of the mem-
bers of the IRB are present, including
at least one member whose primary
concerns are in nonscientific areas. In
order for the research to be approved,
it shall receive the approval of a ma-
jority of those members present at the
meeting.

§46.109 IRB review of research.

(a) An IRB shall review and have au-
thority to approve, require modifica-
tions in (to secure approval), or dis-
approve all research activities covered
by this policy.

(b) An IRB shall require that infor-
mation given to subjects as part of in-
formed consent is in accordance with
§46.116. The IRB may require that in-
formation, in addition to that specifi-
cally mentioned in §46.116, be given to
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the subjects when in the IRB’s judg-
ment the information would meaning-
fully add to the protection of the rights
and welfare of subjects.

(c) An IRB shall require documenta-
tion of informed consent or may waive
documentation in accordance with
§46.117.

(d) An IRB shall notify investigators
and the institution in writing of its de-
cision to approve or disapprove the pro-
posed research activity, or of modifica-
tions required to secure IRB approval
of the research activity. If the IRB de-
cides to disapprove a research activity,
it shall include in its written notifica-
tion a statement of the reasons for its
decision and give the investigator an
opportunity to respond in person or in
writing.

(e) An IRB shall conduct continuing
review of research covered by this pol-
icy at intervals appropriate to the de-
gree of risk, but not less than once per
year, and shall have authority to ob-
serve or have a third party observe the
consent process and the research.

(Approved by the Office of Management and
Budget under Control Number 0990-0260)

[66 FR 28012, 28022, June 18, 1991, as amended
at 70 FR 36328, June 23, 2005]

§46.110 Expedited review procedures
for certain kinds of research involv-
ing no more than minimal risk, and
for minor changes in approved re-
search.

(a) The Secretary, HHS, has estab-
lished, and published as a Notice in the
FEDERAL REGISTER, a list of categories
of research that may be reviewed by
the IRB through an expedited review
procedure. The list will be amended, as
appropriate after consultation with
other departments and agencies,
through periodic republication by the
Secretary, HHS, in the FEDERAL REG-
ISTER. A copy of the list is available
from the Office for Human Research
Protections, HHS, or any successor of-
fice.

(b) An IRB may use the expedited re-
view procedure to review either or both
of the following:

(1) Some or all of the research ap-
pearing on the list and found by the re-
viewer(s) to involve no more than mini-
mal risk,

§46.111

(2) Minor changes in previously ap-
proved research during the period (of
one year or less) for which approval is
authorized.

Under an expedited review procedure,
the review may be carried out by the
IRB chairperson or by one or more ex-
perienced reviewers designated by the
chairperson from among members of
the IRB. In reviewing the research, the
reviewers may exercise all of the au-
thorities of the IRB except that the re-
viewers may not disapprove the re-
search. A research activity may be dis-
approved only after review in accord-
ance with the non-expedited procedure
set forth in §46.108(b).

(c) Each IRB which uses an expedited
review procedure shall adopt a method
for keeping all members advised of re-
search proposals which have been ap-
proved under the procedure.

(d) The department or agency head
may restrict, suspend, terminate, or
choose not to authorize an institu-
tion’s or IRB’s use of the expedited re-
view procedure.

[66 FR 28012, 28022, June 18, 1991, as amended
at 70 FR 36328, June 23, 2005]

§46.111 Criteria for IRB approval of
research.

(a) In order to approve research cov-
ered by this policy the IRB shall deter-
mine that all of the following require-
ments are satisfied:

(1) Risks to subjects are minimized:
(i) By using procedures which are con-
sistent with sound research design and
which do not unnecessarily expose sub-
jects to risk, and (ii) whenever appro-
priate, by using procedures already
being performed on the subjects for di-
agnostic or treatment purposes.

(2) Risks to subjects are reasonable
in relation to anticipated benefits, if
any, to subjects, and the importance of
the knowledge that may reasonably be
expected to result. In evaluating risks
and benefits, the IRB should consider
only those risks and benefits that may
result from the research (as distin-
guished from risks and benefits of
therapies subjects would receive even if
not participating in the research). The
IRB should not consider possible long-
range effects of applying knowledge
gained in the research (for example,
the possible effects of the research on
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public policy) as among those research
risks that fall within the purview of its
responsibility.

(3) Selection of subjects is equitable.
In making this assessment the IRB
should take into account the purposes
of the research and the setting in
which the research will be conducted
and should be particularly cognizant of
the special problems of research in-
volving vulnerable populations, such as
children, prisoners, pregnant women,
mentally disabled persons, or economi-
cally or educationally disadvantaged
persons.

(4) Informed consent will be sought
from each prospective subject or the
subject’s legally authorized representa-
tive, in accordance with, and to the ex-
tent required by §46.116.

(5) Informed consent will be appro-
priately documented, in accordance
with, and to the extent required by
§46.117.

(6) When appropriate, the research
plan makes adequate provision for
monitoring the data collected to en-
sure the safety of subjects.

(7) When appropriate, there are ade-
quate provisions to protect the privacy
of subjects and to maintain the con-
fidentiality of data.

(b) When some or all of the subjects
are likely to be vulnerable to coercion
or undue influence, such as children,
prisoners, pregnant women, mentally
disabled persons, or economically or
educationally disadvantaged persons,
additional safeguards have been in-
cluded in the study to protect the
rights and welfare of these subjects.

§46.112 Review by institution.

Research covered by this policy that
has been approved by an IRB may be
subject to further appropriate review
and approval or disapproval by officials
of the institution. However, those offi-
cials may not approve the research if it
has not been approved by an IRB.

§46.113 Suspension or termination of
IRB approval of research.

An IRB shall have authority to sus-
pend or terminate approval of research
that is not being conducted in accord-
ance with the IRB’s requirements or
that has been associated with unex-
pected serious harm to subjects. Any
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suspension or termination of approval
shall include a statement of the rea-
sons for the IRB’s action and shall be
reported promptly to the investigator,
appropriate institutional officials, and
the department or agency head.

(Approved by the Office of Management and
Budget under Control Number 0990-0260)

[66 FR 28012, 28022, June 18, 1991, as amended
at 70 FR 36328, June 23, 2005]

§46.114 Cooperative research.

Cooperative research projects are
those projects covered by this policy
which involve more than one institu-
tion. In the conduct of cooperative re-
search projects, each institution is re-
sponsible for safeguarding the rights
and welfare of human subjects and for
complying with this policy. With the
approval of the department or agency
head, an institution participating in a
cooperative project may enter into a
joint review arrangement, rely upon
the review of another qualified IRB, or
make similar arrangements for avoid-
ing duplication of effort.

§46.115 IRB records.

(a) An institution, or when appro-
priate an IRB, shall prepare and main-
tain adequate documentation of IRB
activities, including the following:

(1) Copies of all research proposals re-
viewed, scientific evaluations, if any,
that accompany the proposals, ap-
proved sample consent documents,
progress reports submitted by inves-
tigators, and reports of injuries to sub-
jects.

(2) Minutes of IRB meetings which
shall be in sufficient detail to show at-
tendance at the meetings; actions
taken by the IRB; the vote on these ac-
tions including the number of members
voting for, against, and abstaining; the
basis for requiring changes in or dis-
approving research; and a written sum-
mary of the discussion of controverted
issues and their resolution.

(3) Records of continuing review ac-
tivities.

(4) Copies of all correspondence be-
tween the IRB and the investigators.

(5) A list of IRB members in the same
detail as described is §46.103(b)(3).
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(6) Written procedures for the IRB in
the same detail as described in
§46.103(b)(4) and §46.103(b)(5).

(7) Statements of significant new
findings provided to subjects, as re-
quired by §46.116(b)(5).

(b) The records required by this pol-
icy shall be retained for at least 3
years, and records relating to research
which is conducted shall be retained
for at least 3 years after completion of
the research. All records shall be acces-
sible for inspection and copying by au-
thorized representatives of the depart-
ment or agency at reasonable times
and in a reasonable manner.

(Approved by the Office of Management and
Budget under Control Number 0990-0260)

[66 FR 28012, 28022, June 18, 1991, as amended
at 70 FR 36328, June 23, 2005]

§46.116 General requirements for in-
formed consent.

Except as provided elsewhere in this
policy, no investigator may involve a
human being as a subject in research
covered by this policy unless the inves-
tigator has obtained the legally effec-
tive informed consent of the subject or
the subject’s legally authorized rep-
resentative. An investigator shall seek
such consent only under circumstances
that provide the prospective subject or
the representative sufficient oppor-
tunity to consider whether or not to
participate and that minimize the pos-
sibility of coercion or undue influence.
The information that is given to the
subject or the representative shall be
in language understandable to the sub-
ject or the representative. No informed
consent, whether oral or written, may
include any exculpatory language
through which the subject or the rep-
resentative is made to waive or appear
to waive any of the subject’s legal
rights, or releases or appears to release
the investigator, the sponsor, the insti-
tution or its agents from liability for
negligence.

(a) Basic elements of informed con-
sent. Except as provided in paragraph
(c) or (d) of this section, in seeking in-
formed consent the following informa-
tion shall be provided to each subject:

(1) A statement that the study in-
volves research, an explanation of the
purposes of the research and the ex-
pected duration of the subject’s partici-
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pation, a description of the procedures
to be followed, and identification of
any procedures which are experi-
mental;

(2) A description of any reasonably
foreseeable risks or discomforts to the
subject;

(3) A description of any benefits to
the subject or to others which may rea-
sonably be expected from the research;

(4) A disclosure of appropriate alter-
native procedures or courses of treat-
ment, if any, that might be advan-
tageous to the subject;

(5) A statement describing the ex-
tent, if any, to which confidentiality of
records identifying the subject will be
maintained;

(6) For research involving more than
minimal risk, an explanation as to
whether any compensation and an ex-
planation as to whether any medical
treatments are available if injury oc-
curs and, if so, what they consist of, or
where further information may be ob-
tained;

(7) An explanation of whom to con-
tact for answers to pertinent questions
about the research and research sub-
jects’ rights, and whom to contact in
the event of a research-related injury
to the subject; and

(8) A statement that participation is
voluntary, refusal to participate will
involve no penalty or loss of benefits to
which the subject is otherwise entitled,
and the subject may discontinue par-
ticipation at any time without penalty
or loss of benefits to which the subject
is otherwise entitled.

(b) Additional elements of informed
consent. When appropriate, one or
more of the following elements of in-
formation shall also be provided to
each subject:

(1) A statement that the particular
treatment or procedure may involve
risks to the subject (or to the embryo
or fetus, if the subject is or may be-
come pregnant) which are currently
unforeseeable;

(2) Anticipated circumstances under
which the subject’s participation may
be terminated by the investigator
without regard to the subject’s con-
sent;

(3) Any additional costs to the sub-
ject that may result from participation
in the research;
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(4) The consequences of a subject’s
decision to withdraw from the research
and procedures for orderly termination
of participation by the subject;

(5) A statement that significant new
findings developed during the course of
the research which may relate to the
subject’s willingness to continue par-
ticipation will be provided to the sub-
ject; and

(6) The approximate number of sub-
jects involved in the study.

(c) An IRB may approve a consent
procedure which does not include, or
which alters, some or all of the ele-
ments of informed consent set forth
above, or waive the requirement to ob-
tain informed consent provided the IRB
finds and documents that:

(1) The research or demonstration
project is to be conducted by or subject
to the approval of state or local gov-
ernment officials and is designed to
study, evaluate, or otherwise examine:
(i) Public benefit of service programs;
(ii) procedures for obtaining benefits or
services under those programs; (iii)
possible changes in or alternatives to
those programs or procedures; or (iv)
possible changes in methods or levels
of payment for benefits or services
under those programs; and

(2) The research could not prac-
ticably be carried out without the
waiver or alteration.

(d) An IRB may approve a consent
procedure which does not include, or
which alters, some or all of the ele-
ments of informed consent set forth in
this section, or waive the requirements
to obtain informed consent provided
the IRB finds and documents that:

(1) The research involves no more
than minimal risk to the subjects;

(2) The waiver or alteration will not
adversely affect the rights and welfare
of the subjects;

(3) The research could not prac-
ticably be carried out without the
waiver or alteration; and

(4) Whenever appropriate, the sub-
jects will be provided with additional
pertinent information after participa-
tion.

(e) The informed consent require-
ments in this policy are not intended
to preempt any applicable federal,
state, or local laws which require addi-
tional information to be disclosed in
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order for informed consent to be le-
gally effective.

(f) Nothing in this policy is intended
to limit the authority of a physician to
provide emergency medical care, to the
extent the physician is permitted to do
so under applicable federal, state, or
local law.

(Approved by the Office of Management and
Budget under Control Number 0990-0260)

[66 FR 28012, 28022, June 18, 1991, as amended
at 70 FR 36328, June 23, 2005]

§46.117 Documentation of informed

consent.

(a) Except as provided in paragraph
(c) of this section, informed consent
shall be documented by the use of a
written consent form approved by the
IRB and signed by the subject or the
subject’s legally authorized representa-
tive. A copy shall be given to the per-
son signing the form.

(b) Except as provided in paragraph
(c) of this section, the consent form
may be either of the following:

(1) A written consent document that
embodies the elements of informed
consent required by §46.116. This form
may be read to the subject or the sub-
ject’s legally authorized representa-
tive, but in any event, the investigator
shall give either the subject or the rep-
resentative adequate opportunity to
read it before it is signed; or

(2) A short form written consent doc-
ument stating that the elements of in-
formed consent required by §46.116
have been presented orally to the sub-
ject or the subject’s legally authorized
representative. When this method is
used, there shall be a witness to the
oral presentation. Also, the IRB shall
approve a written summary of what is
to be said to the subject or the rep-
resentative. Only the short form itself
is to be signed by the subject or the
representative. However, the witness
shall sign both the short form and a
copy of the summary, and the person
actually obtaining consent shall sign a
copy of the summary. A copy of the
summary shall be given to the subject
or the representative, in addition to a
copy of the short form.

(c) An IRB may waive the require-
ment for the investigator to obtain a
signed consent form for some or all
subjects if it finds either:
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(1) That the only record linking the
subject and the research would be the
consent document and the principal
risk would be potential harm resulting
from a breach of confidentiality. Each
subject will be asked whether the sub-
ject wants documentation linking the
subject with the research, and the sub-
ject’s wishes will govern; or

(2) That the research presents no
more than minimal risk of harm to
subjects and involves no procedures for
which written consent is normally re-
quired outside of the research context.

In cases in which the documentation
requirement is waived, the IRB may re-
quire the investigator to provide sub-
jects with a written statement regard-
ing the research.

(Approved by the Office of Management and
Budget under Control Number 0990-0260)

[66 FR 28012, 28022, June 18, 1991, as amended
at 70 FR 36328, June 23, 2005]

§46.118 Applications and proposals
lacking definite plans for involve-
ment of human subjects.

Certain types of applications for
grants, cooperative agreements, or con-
tracts are submitted to departments or
agencies with the knowledge that sub-
jects may be involved within the period
of support, but definite plans would not
normally be set forth in the applica-
tion or proposal. These include activi-
ties such as institutional type grants
when selection of specific projects is
the institution’s responsibility; re-
search training grants in which the ac-
tivities involving subjects remain to be
selected; and projects in which human
subjects’ involvement will depend upon
completion of instruments, prior ani-
mal studies, or purification of com-
pounds. These applications need not be
reviewed by an IRB before an award
may be made. However, except for re-
search exempted or waived under
§46.101 (b) or (i), no human subjects
may be involved in any project sup-
ported by these awards until the
project has been reviewed and approved
by the IRB, as provided in this policy,
and certification submitted, by the in-
stitution, to the department or agency.

§46.123

§46.119 Research undertaken without
the intention of involving human
subjects.

In the event research is undertaken
without the intention of involving
human subjects, but it is later pro-
posed to involve human subjects in the
research, the research shall first be re-
viewed and approved by an IRB, as pro-
vided in this policy, a certification sub-
mitted, by the institution, to the de-
partment or agency, and final approval
given to the proposed change by the de-
partment or agency.

§46.120 Evaluation and disposition of
applications and proposals for re-
search to be conducted or sup-
ported by a Federal Department or
Agency.

(a) The department or agency head
will evaluate all applications and pro-
posals involving human subjects sub-
mitted to the department or agency
through such officers and employees of
the department or agency and such ex-
perts and consultants as the depart-
ment or agency head determines to be
appropriate. This evaluation will take
into consideration the risks to the sub-
jects, the adequacy of protection
against these risks, the potential bene-
fits of the research to the subjects and
others, and the importance of the
knowledge gained or to be gained.

(b) On the basis of this evaluation,
the department or agency head may
approve or disapprove the application
or proposal, or enter into negotiations
to develop an approvable one.

§46.121 [Reserved]

§46.122 Use of Federal funds.

Federal funds administered by a de-
partment or agency may not be ex-
pended for research involving human
subjects unless the requirements of
this policy have been satisfied.

§46.123 Early termination of research
support: Evaluation of applications
and proposals.

(a) The department or agency head
may require that department or agency
support for any project be terminated
or suspended in the manner prescribed
in applicable program requirements,
when the department or agency head
finds an institution has materially
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failed to comply with the terms of this
policy.

(b) In making decisions about sup-
porting or approving applications or
proposals covered by this policy the de-
partment or agency head may take
into account, in addition to all other
eligibility requirements and program
criteria, factors such as whether the
applicant has been subject to a termi-
nation or suspension under paragarph
(a) of this section and whether the ap-
plicant or the person or persons who
would direct or has have directed the
scientific and technical aspects of an
activity has have, in the judgment of
the department or agency head, mate-
rially failed to discharge responsibility
for the protection of the rights and
welfare of human subjects (whether or
not the research was subject to federal
regulation).

§46.124 Conditions.

With respect to any research project
or any class of research projects the de-
partment or agency head may impose
additional conditions prior to or at the
time of approval when in the judgment
of the department or agency head addi-
tional conditions are necessary for the
protection of human subjects.

Subpart B—Additional Protections
for Pregnant Women, Human
Fetuses and Neonates In-
volved in Research

SOURCE: 66 FR 56778, Nov. 13, 2001, unless
otherwise noted.

§46.201 To what do these regulations
apply?

(a) Except as provided in paragraph
(b) of this section, this subpart applies
to all research involving pregnant
women, human fetuses, neonates of un-
certain viability, or nonviable neo-
nates conducted or supported by the
Department of Health and Human
Services (DHHS). This includes all re-
search conducted in DHHS facilities by
any person and all research conducted
in any facility by DHHS employees.

(b) The exemptions at §46.101(b)(1)
through (6) are applicable to this sub-
part.
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(c) The provisions of §46.101(c)
through (i) are applicable to this sub-
part. Reference to State or local laws
in this subpart and in §46.101(f) is in-
tended to include the laws of federally
recognized American Indian and Alas-
ka Native Tribal Governments.

(d) The requirements of this subpart
are in addition to those imposed under
the other subparts of this part.

§46.202 Definitions.

The definitions in §46.102 shall be ap-
plicable to this subpart as well. In ad-
dition, as used in this subpart:

(a) Dead fetus means a fetus that ex-
hibits neither heartbeat, spontaneous
respiratory activity, spontaneous
movement of voluntary muscles, nor
pulsation of the umbilical cord.

(b) Delivery means complete separa-
tion of the fetus from the woman by
expulsion or extraction or any other
means.

(c) Fetus means the product of con-
ception from implantation until deliv-
ery.

(d) Neonate means a newborn.

(e) Nonviable neonate means a
neonate after delivery that, although
living, is not viable.

(f) Pregnancy encompasses the period
of time from implantation until deliv-
ery. A woman shall be assumed to be
pregnant if she exhibits any of the per-
tinent presumptive signs of pregnancy,
such as missed menses, until the re-
sults of a pregnancy test are negative
or until delivery.

(g) Secretary means the Secretary of
Health and Human Services and any
other officer or employee of the De-
partment of Health and Human Serv-
ices to whom authority has been dele-
gated.

(h) Viable, as it pertains to the
neonate, means being able, after deliv-
ery, to survive (given the benefit of
available medical therapy) to the point
of independently maintaining heart-
beat and respiration. The Secretary
may from time to time, taking into ac-
count medical advances, publish in the
FEDERAL REGISTER guidelines to assist
in determining whether a neonate is
viable for purposes of this subpart. If a
neonate is viable then it may be in-
cluded in research only to the extent
permitted and in accordance with the
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requirements of subparts A and D of
this part.

§46.203 Duties of IRBs in connection
with research involving pregnant
women, fetuses, and neonates.

In addition to other responsibilities
assigned to IRBs under this part, each
IRB shall review research covered by
this subpart and approve only research
which satisfies the conditions of all ap-
plicable sections of this subpart and
the other subparts of this part.

§46.204 Research involving pregnant
women or fetuses.

Pregnant women or fetuses may be
involved in research if all of the fol-
lowing conditions are met:

(a) Where scientifically appropriate,
preclinical studies, including studies
on pregnant animals, and clinical stud-
ies, including studies on nonpregnant
women, have been conducted and pro-
vide data for assessing potential risks
to pregnant women and fetuses;

(b) The risk to the fetus is caused
solely by interventions or procedures
that hold out the prospect of direct
benefit for the woman or the fetus; or,
if there is no such prospect of benefit,
the risk to the fetus is not greater than
minimal and the purpose of the re-
search is the development of important
biomedical knowledge which cannot be
obtained by any other means;

(c) Any risk is the least possible for
achieving the objectives of the re-
search;

(d) If the research holds out the pros-
pect of direct benefit to the pregnant
woman, the prospect of a direct benefit
both to the pregnant woman and the
fetus, or no prospect of benefit for the
woman nor the fetus when risk to the
fetus is not greater than minimal and
the purpose of the research is the de-
velopment of important biomedical
knowledge that cannot be obtained by
any other means, her consent is ob-
tained in accord with the informed con-
sent provisions of subpart A of this
part;

(e) If the research holds out the pros-
pect of direct benefit solely to the fetus
then the consent of the pregnant
woman and the father is obtained in
accord with the informed consent pro-
visions of subpart A of this part, except

§46.205

that the father’s consent need not be
obtained if he is unable to consent be-
cause of unavailability, incompetence,
or temporary incapacity or the preg-
nancy resulted from rape or incest.

(f) BEach individual providing consent
under paragraph (d) or (e) of this sec-
tion is fully informed regarding the
reasonably foreseeable impact of the
research on the fetus or neonate;

(g) For children as defined in
§46.402(a) who are pregnant, assent and
permission are obtained in accord with
the provisions of subpart D of this part;

(h) No inducements, monetary or
otherwise, will be offered to terminate
a pregnancy;

(i) Individuals engaged in the re-
search will have no part in any deci-
sions as to the timing, method, or pro-
cedures used to terminate a pregnancy;
and

(j) Individuals engaged in the re-
search will have no part in determining
the viability of a neonate.

§46.205

(a) Neonates of uncertain viability
and nonviable neonates may be in-
volved in research if all of the fol-
lowing conditions are met:

(1) Where scientifically appropriate,
preclinical and clinical studies have
been conducted and provide data for as-
sessing potential risks to neonates.

(2) Bach individual providing consent
under paragraph (b)(2) or (c)(5) of this
section is fully informed regarding the
reasonably foreseeable impact of the
research on the neonate.

(3) Individuals engaged in the re-
search will have no part in determining
the viability of a neonate.

(4) The requirements of paragraph (b)
or (c) of this section have been met as
applicable.

(b) Neonates of uncertain viability.
Until it has been ascertained whether
or not a neonate is viable, a neonate
may not be involved in research cov-
ered by this subpart unless the fol-
lowing additional conditions are met:

(1) The IRB determines that:

(i) The research holds out the pros-
pect of enhancing the probability of
survival of the neonate to the point of
viability, and any risk is the least pos-
sible for achieving that objective, or

Research involving neonates.

141



§46.206

(ii) The purpose of the research is the
development of important biomedical
knowledge which cannot be obtained
by other means and there will be no
added risk to the neonate resulting
from the research; and

(2) The legally effective informed
consent of either parent of the neonate
or, if neither parent is able to consent
because of unavailability, incom-
petence, or temporary incapacity, the
legally effective informed consent of
either parent’s legally authorized rep-
resentative is obtained in accord with
subpart A of this part, except that the
consent of the father or his legally au-
thorized representative need not be ob-
tained if the pregnancy resulted from
rape or incest.

(c) Nonviable neonates. After deliv-
ery nonviable neonate may not be in-
volved in research covered by this sub-
part unless all of the following addi-
tional conditions are met:

(1) Vital functions of the neonate will
not be artificially maintained;

(2) The research will not terminate
the heartbeat or respiration of the
neonate;

(3) There will be no added risk to the
neonate resulting from the research;

(4) The purpose of the research is the
development of important biomedical
knowledge that cannot be obtained by
other means; and

(6) The legally effective informed
consent of both parents of the neonate
is obtained in accord with subpart A of
this part, except that the waiver and
alteration provisions of §46.116(c) and
(d) do not apply. However, if either par-
ent is unable to consent because of un-
availability, incompetence, or tem-
porary incapacity, the informed con-
sent of one parent of a nonviable
neonate will suffice to meet the re-
quirements of this paragraph (c)(b), ex-
cept that the consent of the father
need not be obtained if the pregnancy
resulted from rape or incest. The con-
sent of a legally authorized representa-
tive of either or both of the parents of
a nonviable neonate will not suffice to
meet the requirements of this para-
graph (c)(5).

(d) Viable neonates. A neonate, after
delivery, that has been determined to
be viable may be included in research
only to the extent permitted by and in
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accord with the requirements of sub-
parts A and D of this part.

§46.206 Research involving, after de-
livery, the placenta, the dead fetus
or fetal material.

(a) Research involving, after deliv-
ery, the placenta; the dead fetus; mac-
erated fetal material; or cells, tissue,
or organs excised from a dead fetus,
shall be conducted only in accord with
any applicable Federal, State, or local
laws and regulations regarding such ac-
tivities.

(b) If information associated with
material described in paragraph (a) of
this section is recorded for research
purposes in a manner that living indi-
viduals can be identified, directly or
through identifiers linked to those in-
dividuals, those individuals are re-
search subjects and all pertinent sub-
parts of this part are applicable.

§46.207 Research not otherwise ap-
provable which presents an oppor-
tunity to understand, prevent, or al-
leviate a serious problem affecting
the health or welfare of pregnant
women, fetuses, or neonates.

The Secretary will conduct or fund
research that the IRB does not believe
meets the requirements of §§46.204 or
46.205 only if:

(a) The IRB finds that the research
presents a reasonable opportunity to
further the understanding, prevention,
or alleviation of a serious problem af-
fecting the health or welfare of preg-
nant women, fetuses or neonates; and

(b) The Secretary, after consultation
with a panel of experts in pertinent dis-
ciplines (for example: science, medi-
cine, ethics, law) and following oppor-
tunity for public review and comment,
including a public meeting announced
in the FEDERAL REGISTER, has deter-
mined either:

(1) That the research in fact satisfies
the conditions of §46.204, as applicable;
or

(2) The following:

(i) The research presents a reasonable
opportunity to further the under-
standing, prevention, or alleviation of
a serious problem affecting the health
or welfare of pregnant women, fetuses
or neonates;
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(ii) The research will be conducted in
accord with sound ethical principles;
and

(iii) Informed consent will be ob-
tained in accord with the informed con-
sent provisions of subpart A and other
applicable subparts of this part.

Subpart C—Additional Protections
Pertaining to Biomedical and
Behavioral Research Involving
Prisoners as Subjects

SOURCE: 43 FR 53655, Nov. 16, 1978, unless
otherwise noted.

§46.301 Applicability.

(a) The regulations in this subpart
are applicable to all biomedical and be-
havioral research conducted or sup-
ported by the Department of Health
and Human Services involving pris-
oners as subjects.

(b) Nothing in this subpart shall be
construed as indicating that compli-
ance with the procedures set forth
herein will authorize research involv-
ing prisoners as subjects, to the extent
such research is limited or barred by
applicable State or local law.

(c) The requirements of this subpart
are in addition to those imposed under
the other subparts of this part.

§46.302 Purpose.

Inasmuch as prisoners may be under
constraints because of their incarcer-
ation which could affect their ability
to make a truly voluntary and
uncoerced decision whether or not to
participate as subjects in research, it is
the purpose of this subpart to provide
additional safeguards for the protec-
tion of prisoners involved in activities
to which this subpart is applicable.

§46.303 Definitions.

As used in this subpart:

(a) Secretary means the Secretary of
Health and Human Services and any
other officer or employee of the De-
partment of Health and Human Serv-
ices to whom authority has been dele-
gated.

(b) DHHS means the Department of
Health and Human Services.

(c) Prisoner means any individual in-
voluntarily confined or detained in a

§46.305

penal institution. The term is intended
to encompass individuals sentenced to
such an institution under a criminal or
civil statute, individuals detained in
other facilities by virtue of statutes or
commitment procedures which provide
alternatives to criminal prosecution or
incarceration in a penal institution,
and individuals detained pending ar-
raignment, trial, or sentencing.

(d) Minimal risk is the probability and
magnitude of physical or psychological
harm that is normally encountered in
the daily lives, or in the routine med-
ical, dental, or psychological examina-
tion of healthy persons.

§46.304 Composition of Institutional
Review Boards where prisoners are
involved.

In addition to satisfying the require-
ments in §46.107 of this part, an Insti-
tutional Review Board, carrying out
responsibilities under this part with re-
spect to research covered by this sub-
part, shall also meet the following spe-
cific requirements:

(a) A majority of the Board (exclu-
sive of prisoner members) shall have no
association with the prison(s) involved,
apart from their membership on the
Board.

(b) At least one member of the Board
shall be a prisoner, or a prisoner rep-
resentative with appropriate back-
ground and experience to serve in that
capacity, except that where a par-
ticular research project is reviewed by
more than one Board only one Board
need satisfy this requirement.

[43 FR 536565, Nov. 16, 1978, as amended at 46
FR 8386, Jan. 26, 1981]

§46.305 Additional duties of the Insti-
tutional Review Boards where pris-
oners are involved.

(a) In addition to all other respon-
sibilities prescribed for Institutional
Review Boards under this part, the
Board shall review research covered by
this subpart and approve such research
only if it finds that:

(1) The research under review rep-
resents one of the categories of re-
search permissible under §46.306(a)(2);

(2) Any possible advantages accruing
to the prisoner through his or her par-
ticipation in the research, when com-
pared to the general living conditions,
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medical care, quality of food, amen-
ities and opportunity for earnings in
the prison, are not of such a magnitude
that his or her ability to weigh the
risks of the research against the value
of such advantages in the limited
choice environment of the prison is im-
paired;

(3) The risks involved in the research
are commensurate with risks that
would be accepted by nonprisoner vol-
unteers;

(4) Procedures for the selection of
subjects within the prison are fair to
all prisoners and immune from arbi-
trary intervention by prison authori-
ties or prisoners. Unless the principal
investigator provides to the Board jus-
tification in writing for following some
other procedures, control subjects
must be selected randomly from the
group of available prisoners who meet
the characteristics needed for that par-
ticular research project;

(5) The information is presented in
language which is understandable to
the subject population;

(6) Adequate assurance exists that
parole boards will not take into ac-
count a prisoner’s participation in the
research in making decisions regarding
parole, and each prisoner is clearly in-
formed in advance that participation in
the research will have no effect on his
or her parole; and

(7) Where the Board finds there may
be a need for follow-up examination or
care of participants after the end of
their participation, adequate provision
has been made for such examination or
care, taking into account the varying
lengths of individual prisoners’ sen-
tences, and for informing participants
of this fact.

(b) The Board shall carry out such
other duties as may be assigned by the
Secretary.

(¢c) The institution shall certify to
the Secretary, in such form and man-
ner as the Secretary may require, that
the duties of the Board under this sec-
tion have been fulfilled.

§46.306 Permitted research involving
prisoners.

(a) Biomedical or behavioral research
conducted or supported by DHHS may
involve prisoners as subjects only if:
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(1) The institution responsible for the
conduct of the research has certified to
the Secretary that the Institutional
Review Board has approved the re-
search under §46.305 of this subpart;
and

(2) In the judgment of the Secretary
the proposed research involves solely
the following:

(i) Study of the possible causes, ef-
fects, and processes of incarceration,
and of criminal behavior, provided that
the study presents no more than mini-
mal risk and no more than inconven-
ience to the subjects;

(ii) Study of prisons as institutional
structures or of prisoners as incarcer-
ated persons, provided that the study
presents no more than minimal risk
and no more than inconvenience to the
subjects;

(iii) Research on conditions particu-
larly affecting prisoners as a class (for
example, vaccine trials and other re-
search on hepatitis which is much
more prevalent in prisons than else-
where; and research on social and psy-
chological problems such as alco-
holism, drug addiction and sexual as-
saults) provided that the study may
proceed only after the Secretary has
consulted with appropriate experts in-
cluding experts in penology medicine
and ethics, and published notice, in the
FEDERAL REGISTER, of his intent to ap-
prove such research; or

(iv) Research on practices, both inno-
vative and accepted, which have the in-
tent and reasonable probability of im-
proving the health or well-being of the
subject. In cases in which those studies
require the assignment of prisoners in
a manner consistent with protocols ap-
proved by the IRB to control groups
which may not benefit from the re-
search, the study may proceed only
after the Secretary has consulted with
appropriate experts, including experts
in penology medicine and ethics, and
published notice, in the FEDERAL REG-
ISTER, of his intent to approve such re-
search.

(b) Except as provided in paragraph
(a) of this section, biomedical or behav-
ioral research conducted or supported
by DHHS shall not involve prisoners as
subjects.
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Subpart D—Additional Protections
for Children Involved as Sub-
jects in Research

SOURCE: 48 FR 9818, Mar. 8, 1983, unless oth-
erwise noted.

§46.401 To what do these regulations
apply?

(a) This subpart applies to all re-
search involving children as subjects,
conducted or supported by the Depart-
ment of Health and Human Services.

(1) This includes research conducted
by Department employees, except that
each head of an Operating Division of
the Department may adopt such non-
substantive, procedural modifications
as may be appropriate from an admin-
istrative standpoint.

(2) It also includes research con-
ducted or supported by the Department
of Health and Human Services outside
the United States, but in appropriate
circumstances, the Secretary may,
under paragraph (e) of §46.101 of Sub-
part A, waive the applicability of some
or all of the requirements of these reg-
ulations for research of this type.

(b) Exemptions at §46.101(b)(1) and
(b)(3) through (b)(6) are applicable to
this subpart. The exemption at
§46.101(b)(2) regarding educational tests
is also applicable to this subpart. How-
ever, the exemption at §46.101(b)(2) for
research involving survey or interview
procedures or observations of public be-
havior does not apply to research cov-
ered by this subpart, except for re-
search involving observation of public
behavior when the investigator(s) do
not participate in the activities being
observed.

(c) The exceptions, additions, and
provisions for waiver as they appear in
paragraphs (¢) through (i) of §46.101 of
Subpart A are applicable to this sub-
part.

[48 FR 9818, Mar. 8, 1983; 56 FR 28032, June 18,
1991; 56 FR 29757, June 28, 1991]

§46.402 Definitions.

The definitions in §46.102 of Subpart
A shall be applicable to this subpart as
well. In addition, as used in this sub-
part:

(a) Children are persons who have not
attained the legal age for consent to

§46.405

treatments or procedures involved in
the research, under the applicable law
of the jurisdiction in which the re-
search will be conducted.

(b) Assent means a child’s affirmative
agreement to participate in research.
Mere failure to object should not, ab-
sent affirmative agreement, be con-
strued as assent.

(c) Permission means the agreement of
parent(s) or guardian to the participa-
tion of their child or ward in research.

(d) Parent means a child’s biological
or adoptive parent.

(e) Guardian means an individual who
is authorized under applicable State or
local law to consent on behalf of a
child to general medical care.

§46.403 IRB duties.

In addition to other responsibilities
assigned to IRBs under this part, each
IRB shall review research covered by
this subpart and approve only research
which satisfies the conditions of all ap-
plicable sections of this subpart.

§46.404 Research not involving great-
er than minimal risk.

HHS will conduct or fund research in
which the IRB finds that no greater
than minimal risk to children is pre-
sented, only if the IRB finds that ade-
quate provisions are made for solic-
iting the assent of the children and the
permission of their parents or guard-
ians, as set forth in §46.408.

§46.405 Research involving greater
than minimal risk but presenting
the prospect of direct benefit to the
individual subjects.

HHS will conduct or fund research in
which the IRB finds that more than
minimal risk to children is presented
by an intervention or procedure that
holds out the prospect of direct benefit
for the individual subject, or by a mon-
itoring procedure that is likely to con-
tribute to the subject’s well-being, only
if the IRB finds that:

(a) The risk is justified by the antici-
pated benefit to the subjects;

(b) The relation of the anticipated
benefit to the risk is at least as favor-
able to the subjects as that presented
by available alternative approaches;
and
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(c) Adequate provisions are made for
soliciting the assent of the children
and permission of their parents or
guardians, as set forth in §46.408.

§46.406 Research involving greater
than minimal risk and no prospect
of direct benefit to individual sub-
jects, but likely to yield generaliz-
able knowledge about the subject’s
disorder or condition.

HHS will conduct or fund research in
which the IRB finds that more than
minimal risk to children is presented
by an intervention or procedure that
does not hold out the prospect of direct
benefit for the individual subject, or by
a monitoring procedure which is not
likely to contribute to the well-being
of the subject, only if the IRB finds
that:

(a) The risk represents a minor in-
crease over minimal risk;

(b) The intervention or procedure
presents experiences to subjects that
are reasonably commensurate with
those inherent in their actual or ex-
pected medical, dental, psychological,
social, or educational situations;

(c) The intervention or procedure is
likely to yield generalizable knowledge
about the subjects’ disorder or condi-
tion which is of vital importance for
the understanding or amelioration of
the subjects’ disorder or condition; and

(d) Adequate provisions are made for
soliciting assent of the children and
permission of their parents or guard-
ians, as set forth in §46.408.

§46.407 Research not otherwise ap-
provable which presents an oppor-
tunity to understand, prevent, or al-
leviate a serious problem affecting
the health or welfare of children.

HHS will conduct or fund research
that the IRB does not believe meets
the requirements of §46.404, §46.405, or
§46.406 only if:

(a) The IRB finds that the research
presents a reasonable opportunity to
further the understanding, prevention,
or alleviation of a serious problem af-
fecting the health or welfare of chil-
dren; and

(b) The Secretary, after consultation
with a panel of experts in pertinent dis-
ciplines (for example: science, medi-
cine, education, ethics, law) and fol-
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lowing opportunity for public review
and comment, has determined either:

(1) That the research in fact satisfies
the conditions of §46.404, §46.405, or
§46.406, as applicable, or

(2) The following:

(i) The research presents a reasonable
opportunity to further the under-
standing, prevention, or alleviation of
a serious problem affecting the health
or welfare of children;

(ii) The research will be conducted in
accordance with sound ethical prin-
ciples;

(iii) Adequate provisions are made
for soliciting the assent of children and
the permission of their parents or
guardians, as set forth in §46.408.

§46.408 Requirements for permission
by parents or guardians and for as-
sent by children.

(a) In addition to the determinations
required under other applicable sec-
tions of this subpart, the IRB shall de-
termine that adequate provisions are
made for soliciting the assent of the
children, when in the judgment of the
IRB the children are capable of pro-
viding assent. In determining whether
children are capable of assenting, the
IRB shall take into account the ages,
maturity, and psychological state of
the children involved. This judgment
may be made for all children to be in-
volved in research under a particular
protocol, or for each child, as the IRB
deems appropriate. If the IRB deter-
mines that the capability of some or
all of the children is so limited that
they cannot reasonably be consulted or
that the intervention or procedure in-
volved in the research holds out a pros-
pect of direct benefit that is important
to the health or well-being of the chil-
dren and is available only in the con-
text of the research, the assent of the
children is not a necessary condition
for proceeding with the research. Even
where the IRB determines that the sub-
jects are capable of assenting, the IRB
may still waive the assent requirement
under circumstances in which consent
may be waived in accord with §46.116 of
Subpart A.

(b) In addition to the determinations
required under other applicable sec-
tions of this subpart, the IRB shall de-
termine, in accordance with and to the
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extent that consent is required by
§46.116 of Subpart A, that adequate pro-
visions are made for soliciting the per-
mission of each child’s parents or
guardian. Where parental permission is
to be obtained, the IRB may find that
the permission of one parent is suffi-
cient for research to be conducted
under §46.404 or §46.405. Where research
is covered by §§46.406 and 46.407 and
permission is to be obtained from par-
ents, both parents must give their per-
mission unless one parent is deceased,
unknown, incompetent, or not reason-
ably available, or when only one parent
has legal responsibility for the care
and custody of the child.

(c) In addition to the provisions for
waiver contained in §46.116 of Subpart
A, if the IRB determines that a re-
search protocol is designed for condi-
tions or for a subject population for
which parental or guardian permission
is not a reasonable requirement to pro-
tect the subjects (for example, ne-
glected or abused children), it may
waive the consent requirements in Sub-
part A of this part and paragraph (b) of
this section, provided an appropriate
mechanism for protecting the children
who will participate as subjects in the
research is substituted, and provided
further that the waiver is not incon-
sistent with Federal, state or local law.
The choice of an appropriate mecha-
nism would depend upon the nature
and purpose of the activities described
in the protocol, the risk and antici-
pated benefit to the research subjects,
and their age, maturity, status, and
condition.

(d) Permission by parents or guard-
ians shall be documented in accordance
with and to the extent required by
§46.117 of Subpart A.

(e) When the IRB determines that as-
sent is required, it shall also determine
whether and how assent must be docu-
mented.

§46.409 Wards.

(a) Children who are wards of the
state or any other agency, institution,
or entity can be included in research
approved under §46.406 or §46.407 only if
such research is:

(1) Related to their status as wards;
or

§50.1

(2) Conducted in schools, camps, hos-
pitals, institutions, or similar settings
in which the majority of children in-
volved as subjects are not wards.

(b) If the research is approved under
paragraph (a) of this section, the IRB
shall require appointment of an advo-
cate for each child who is a ward, in ad-
dition to any other individual acting
on behalf of the child as guardian or in
loco parentis. One individual may serve
as advocate for more than one child.
The advocate shall be an individual
who has the background and experience
to act in, and agrees to act in, the best
interests of the child for the duration
of the child’s participation in the re-
search and who is not associated in any
way (except in the role as advocate or
member of the IRB) with the research,
the investigator(s), or the guardian or-
ganization.

PART 50—U.S. EXCHANGE VISITOR
PROGRAM—REQUEST FOR WAIV-
ER OF THE TWO-YEAR FOREIGN
RESIDENCE REQUIREMENT

Sec.
50.1
50.2
50.3
50.4
50.5

Authority.
Exchange Visitor Waiver Review Board.
Policy.
Waivers for research.
Waivers for the delivery of health care
service.
50.6 Procedures for submission of applica-
tion to HHS.
50.7 Personal hardship, persecution and visa
extension considerations.
50.8 Compliance.

AUTHORITY: 75 Stat. 527 (22 U.S.C. 2451 et
seq.); 84 Stat. 116 (8 U.S.C. 1182(e)).

SOURCE: 49 FR 9900, Mar. 16, 1984, unless
otherwise noted.

§50.1 Authority.

Under the authority of Mutual Edu-
cational and Cultural Exchange Act of
1961 (75 Stat. 527) and the Immigration
and Nationality Act as amended (84
Stat. 116), the Department of Health
and Human Services is an ‘“‘interested
United States Government agency”
with the authority to request the De-
partment of State to recommend to the
Attorney General waiver of the two-
year foreign residence requirement for
Exchange Visitors under the Mutual
Educational and Cultural Exchange
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Program. HHS eligibility requirement
criteria for waivers are in addition to
and independent of the existing waiver
and visa criteria established by the Im-
migration and Naturalization Service
(INS), the Department of State, and
the Department of Labor. The waiver
regulations described in this part do
not relieve alien physicians seeking a
waiver of the 2-year foreign residence
requirement from complying with the
terms and conditions imposed on their
admission to the United States.

[67 FR 77695, Dec. 19, 2002]

§50.2 Exchange Visitor Waiver Review
Board.

(a) Establishment. The Exchange Vis-
itor Waiver Review Board is estab-
lished to carry out the Department’s
responsibilities under the Exchange
Visitor Program.

(b) Functions. The Exchange Visitor
Waiver Review Board is responsible for
making thorough and equitable evalua-
tions of applications submitted by in-
stitutions, acting on behalf of Ex-
change Visitors, to HHS for a favorable
recommendation to the Department of
State that the two-year foreign resi-
dence requirement for Exchange Visi-
tors under the Exchange Visitor Pro-
gram be waived.

(c) Membership. The Exchange Visitor
Waiver Review Board consists of no
fewer than three members and two al-
ternates, of whom no fewer than three
will consider any particular applica-
tion. The Director of the Office of Glob-
al Health Affairs, Office of the Sec-
retary, is an ex officio member of the
Board and serves as its Chairman. The
Director may designate a staff member
of the Office of the Secretary to serve
as member and Chairman of the Board
in the Director’s absence. The Assist-
ant Secretary for Health appoints two
regularly assigned members and two
alternates to consider applications
concerning health, biomedical re-
search, and related fields. The Chair-
man may request the heads of oper-
ating divisions of the Department to
appoint additional members to con-
sider applications in other fields of in-
terest to the Department. The Board
may obtain expert advisory opinions
from other sources. The Board may es-
tablish a workgroup from the operating
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divisions of the Department to consider
applications for waivers based on the
need for the delivery of health care
services to underserved populations.

[49 FR 9900, Mar. 16, 1984, as amended at 67
FR 77695, Dec. 19, 2002]

§50.3 Policy.

(a) Policy for waivers. The Department
of Health and Human Services endorses
the philosophy that Exchange Visitors
are committed to return home for at
least two years after completing their
program. This requirement was im-
posed to prevent the Program from be-
coming a stepping stone to immigra-
tion and to ensure that Exchange Visi-
tors make available to their home
countries their new knowledge and
skills obtained in the United States.
The Department will request waivers
for the delivery of health care service
to carry out the Department’s mission
to increase access to care for the na-
tion’s most medically underserved in-
dividuals. However, in keeping with the
philosophy of the Program, the Ex-
change Visitor Waiver Review Board
may determine the appropriate num-
bers and geographic areas for waivers
for the delivery of health care service.

(b) Criteria for waivers. The Exchange
Visitor Waiver Review Board carefully
applies stringent and restrictive cri-
teria to its consideration of requests
that it support waivers for Exchange
Visitors. Each application is evaluated
individually based on the facts avail-
able.

(c) Waiver for members of Ezxchange
Visitor’s family. Where a decision is
made to request a waiver for an Ex-
change Visitor, a waiver will also be re-
quested for the spouse and children, if
any, if they have J-2 visa status. When
both members of a married couple are
Exchange Visitors in their own right
(i.e., each has J-1 visa status), separate
applications must be submitted for
each of them.

[67 FR 77696, Dec. 19, 2002]

§50.4 Waivers for research.

In determining whether to request a
waiver for an Exchange Visitor en-
gaged in the conduct of research, the
Board considers the following key fac-
tors:
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(a) The program or activity at the
applicant institution or organization in
which the Exchange Visitor is em-
ployed must be of high priority and of
national or international significance
in an area of interest to the Depart-
ment.

(b) The Exchange Visitor must be
needed as an integral part of the pro-
gram or activity, or of an essential
component thereof, so that loss of his/
her services would necessitate dis-
continuance of the program, or a major
phase of it. Specific evidence must be
provided on how the loss or unavail-
ability of the individual’s services
would adversely affect the initiation,
continuance, completion, or success of
the program or activity. The applicant
organization/institution must clearly
demonstrate that a suitable replace-
ment for the Exchange Visitor cannot
be found through recruitment or any
other means. The Board will not re-
quest a waiver when the principal prob-
lem appears to be one of administra-
tive, budgetary, or program inconven-
ience to the institution or other em-
ployer.

(c) The Exchange Visitor must pos-
sess outstanding qualifications, train-
ing and experience well beyond the
usually expected accomplishments at
the graduate, postgraduate, and resi-
dency levels, and must clearly dem-
onstrate the capability to make origi-
nal and significant contributions to the
program. The Board will not request a
waiver simply because an individual
has specialized training or experience
or is occupying a senior staff position
in a university, hospital, or other insti-
tution.

[67 FR 77696, Dec. 19, 2002]

§50.5 Waivers for the delivery of
health care service.

In determining whether to request a
waiver for an Exchange Visitor to de-
liver health care service, the Board
will consider information from and co-
ordinate with State Departments of
Public Health (or the equivalent),
other ‘‘interested government agen-
cies” which request waivers, and other
relevant agencies. The Board requires
the following criteria for requests for
waivers for the delivery of health care
service:

§50.5

(a) The Exchange Visitor must sub-
mit a statement that he or she does
not have pending and will not submit
any other ‘interested government
agency’ waiver request while HHS
processes the waiver request being sub-
mitted.

(b) Waivers are limited to primary
care physicians and general psychia-
trists who have completed their pri-
mary care or psychiatric residency
training programs no more thanl2
months before the date of commence-
ment of employment under the con-
tract described in subparagraph (d).
This 12-month eligibility limitation is
to ensure that the physicians’ primary
care training is current and they are
not engaged in subspecialty training.
This HHS eligibility requirement re-
lates only to eligibility for an HHS
waiver request and does not relieve
physicians of the responsibility to
maintain lawful status. Alien physi-
cians are strongly encouraged to begin
the waiver process as early as they pos-
sibly can while still in the residency
training program. Early filing of the
waiver request by the alien physician,
coupled with timely processing of the
request by the relevant government
agencies, will facilitate the timely
completion of the waiver process before
the authorized J-1 admission expires,
and the physician’s subsequent applica-
tion for change of nonimmigrant status
from J-1 to H-1B.

(¢c) Primary care physicians are de-
fined as: physicians practicing general
internal medicine, pediatrics, family
practice or obstetrics/gynecology will-
ing to work in a primary care Health
Professional Shortage Area (HPSA) or
Medically Underserved Area or Popu-
lation (MUA/P); and general psychia-
trists who are willing to work in a
Mental Health HPSA. Note: these HHS
eligibility criteria for waivers are in
addition to and independent of the ex-
isting waiver and visa criteria estab-
lished by the Immigration and Natu-
ralization Service (INS), the Depart-
ment of State, and the Department of
Labor.

(d) The Exchange Visitor must have
entered a contract with the applicant
employer. This contract must:
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(1) Require the Exchange Visitor to
provide primary medical care in a fa-
cility physically located in an HHS-
designated primary care HPSA or
MUA/P, or general psychiatric care in a
Mental Health HPSA.

(2) Require the Exchange Visitor to
complete a term of employment of not
less than three years providing pri-
mary care health services for not less
than 40 hours per week.

(3) Require the Exchange Visitor to:

(i) Be licensed by the State where he
or she will practice;

(ii) Have completed a residency in
one of the following specialties: family
practice, general pediatrics, obstetrics/
gynecology, general internal medicine,
or general psychiatry; and

(iii) Be either board certified or
board eligible in the relevant primary
care discipline.

(4) Be terminable only for cause until
completion of the three-year commit-
ment, except that, with the agreement
of the alien physician, the employer
may assign the contract to another eli-
gible employer with the prior approval
of HHS and compliance with all appli-
cable INS and Department of Labor re-
quirements. Prior to approving an as-
signment of the contract, HHS will re-
view and consider the health care needs
of the alien physician’s current and
proposed new locations, as well as the
reasons for the request.

(5) Not contain a restrictive covenant
or non-compete clause which prevents
or discourages the physician from con-
tinuing to practice in any HHS-des-
ignated primary care HPSA or MUA/P
or Mental Health HPSA after the pe-
riod of obligation under the contract
has expired.

(6) Provide that any amendment to
the contract complies with all applica-
ble Federal statutes, regulations and
HHS policy.

(7) Be consistent with all applicable
Federal statutes, regulations and HHS
policy.

(e) The facility or practice spon-
soring the physician:

(1) Must provide health services to
individuals without discriminating
against them because either they are
unable to pay for those services or pay-
ment for those health services will be
made under Medicare or Medicaid.
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(2) May charge no more than the
usual and customary rate prevailing in
the geographic area in which the serv-
ices are provided.

(3) Must provide care on a sliding fee
scale for persons at or below 200 per-
cent of poverty income level. Persons
with third-party insurance may be
charged the full fee for service.

(4) Must post a notice in a con-
spicuous location in the patient wait-
ing area at the practice site to notify
patients of the charges for service as
required in this paragraph.

(6) Must provide evidence that the
applicant facility made unsuccessful
efforts to recruit a physician who is a
United States physician for the posi-
tion to be filled by the Exchange Vis-
itor.

(6) Must provide a statement by the
head of the facility to confirm the fa-
cility is located in a specific, des-
ignated HPSA or MUA/P, and that it
provides medical care to Medicaid and
Medicare eligible patients and to the
uninsured indigent.

(f) The employer and the alien physi-
cian must submit information to the
Secretary at the times and in the man-
ner that the Secretary may reasonably
require.

[67 FR 77696, Dec. 19, 2002]

§50.6 Procedures for submission of ap-
plication to HHS.

(a) The Exchange Visitor Waiver Re-
view Board will review applications
submitted by private or non-federal in-
stitutions, organizations, or agencies
or by a component agency of HHS. The
Board will not accept applications sub-
mitted by Exchange Visitors or, unless
under extenuating and exceptional cir-
cumstances, other TU.S. Government
Agencies.

(b) Applications, instruction sheets
and information are available from the
Executive Secretary, Exchange Visitor
Waiver Review Board. An authorized
official of the applicant institution
(educational institution, hospital, lab-
oratory, corporation, etc.) must sign
the completed application. The appli-
cant institution must send the com-
pleted application to the address indi-
cated on the instruction sheet.

[67 FR 77697, Dec. 19, 2002]
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§50.7 Personal hardship, persecution
and visa extension considerations.

(a) It is not within the Department’s
jurisdiction to consider applications
for waiver based on:

(1) Exceptional hardship to the ex-
change visitor’s American or legally
resident alien spouse or child; or

(2) The alien’s unwillingness to re-
turn to the country of his/her nation-
ality or last residence on the grounds
that he/she or family members would
be subject to persecution on account of
race, religion or political opinion.

(b) Likewise, this Department is not
responsible for considering requests to
extend visas.

(¢) Inquiries concerning the above
should be directed to the District Of-
fice of the Immigration and Natu-
ralization Service which has jurisdic-
tion over the exchange visitor’s place
of residence in the United States.

[49 FR 9900, Mar. 16, 1984. Redesignated at 67
FR 77696, Dec. 19, 2002]

§50.8 Compliance.

If an alien physician acquires H-1B
nonimmigrant status following ap-
proval by the INS of a request for waiv-
er, then he or she becomes subject not
only to the terms and conditions of the
waiver, but also the terms and condi-
tions of the H-1B nonimmigrant status.
Failure to comply with those condi-
tions will make that physician subject
to removal from the United States by
the INS.

[67 FR 77697, Dec. 19, 2002]

PART 51—CRITERIA FOR EVALU-
ATING COMPREHENSIVE PLAN
TO REDUCE RELIANCE ON ALIEN
PHYSICIANS

Sec.
51.1
51.2
51.3
51.4

Purpose.

Application.

Who is eligible to apply?

How will the plans be evaluated?

AUTHORITY: Sec. 212, Immigration and Na-
tionality Act, Pub. L. 82-114, as amended by
Pub. L. 97-116, 95 Stat. 1611 (8 U.S.C.
1182()(2)(A)).

SOURCE: 48 FR 2539, Jan. 20, 1983, unless
otherwise noted.

§51.3

§51.1 Purpose.

The purpose of this regulation is to
establish criteria for review and eval-
uation of the comprehensive plans of
Graduate Medical Education Programs
to reduce reliance on alien physicians,
as required by the Immigration and
Nationality Act Amendments of 1981,
Pub. L. 97-116, for the waiver of certain
requirements for exchange visitors who
are coming to the United States to par-
ticipate in programs of graduate med-
ical education or training.

§51.2 Application.

Materials covering procedures for ap-
plying for substantial disruption waiv-
ers (including the comprehensive plan)
may be obtained from the Educational
Commission for Foreign Medical Grad-
uates, 3624 Market Street, Philadel-
phia, Pennsylvania 19104.

EXPLANATORY NOTE: The Department of
State entered into an agreement with the
Educational Commission for Foreign Medical
Graduates in 1971 whereby the latter was des-
ignated the authority to administer the
issuance of the Form IAP-66 in all cases in-
volving the admission, certification, transfer
or extension of stay for foreign physicians in
exchange visitor status who are receiving
graduate medical education or training. The
Commission was further designated the au-
thority (FEDERAL REGISTER, Volume 44, No.
59, March 26, 1979), to process waiver requests
under the ‘‘substantial disruption’ provision
of Pub. L. 94-484, as amended, within criteria
to be provided by the United States Informa-
tion Agency on advice from the Department
of Health and Human Services (formerly De-
partment of Health, Education, and Welfare).

§51.3 Who is eligible to apply?

Sponsors which had alien physicians
in their exchange visitor programs on
January 10, 1978, are eligible to apply.
For purposes of this regulation, the
term ‘‘program’’ relates to a graduate
medical education program having an
exchange visitor program for physi-
cians participating in graduate medical
education or training. An ‘‘exchange
visitor program’ is a program of a
sponsor, designed to promote inter-
change of persons, knowledge and
skills, and the interchange of develop-
ments in the field of education, the
arts and sciences, and is concerned
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with one or more categories of partici-
pants to promote mutual under-
standing between the people of the
United States and the people of other
countries.

§51.4 How will the plans be evaluated?

After consultation with the Federal
Substantial Disruption Waiver Board
(seven Federal representatives charged
with the responsibility of reviewing
substantial disruption waiver applica-
tions), the Secretary of Health and
Human Services will make rec-
ommendations to the Director, United
States Information Agency, for the
purpose of granting waivers. The Sec-
retary will consider the following fac-
tors in determining whether or not a
plan is satisfactory:

(a) The extent of the specific prob-
lems that the program or institution
anticipates without a waiver, includ-
ing, for example,

(1) Curtailment of services currently
provided,

(2) Downgrading of medical care cur-
rently being provided,

(3) Reduction in the number of inpa-
tients and outpatients receiving care,

(4) Inadequate medical coverage for
population served, or

(5) Inadequate supervision of junior
residents.

(b) The adequacy of the alternative
resources and methods (including use
of physician assistants (as defined in 42
CFR 57.802), nurse practitioners (as de-
fined in 42 CFR 57.2402), and other non-
physician providers) that have been
considered and have been and will be
applied to reduce such disruption in
the delivery of health services, espe-
cially in primary medical care man-
power shortage areas, as established
under section 332 of the Public Health
Service Act, and for medicaid patients.
This may include, for example:

(1) Greater reliance on fully licensed
physicians, and on physician assist-
ants, nurse practitioners and other
non-physician personnel in an ex-
panded role in the delivery of health
care, such as admission patient his-
tories, making patient rounds, record-
ing patient progress notes, doing the
initial and follow-up evaluation of pa-
tients, performing routine laboratory
and related studies, or
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(2) Utilization of the team approach
to health care delivery (individuals
functioning as an integral part of an
interprofessional team of health per-
sonnel organized under the leadership
of a physician working toward more ef-
ficient and/or more effective delivery of
health services).

(c) The extent to which changes (in-
cluding improvement of educational
and medical services) have been consid-
ered and which have been or will be ap-
plied to make the program more at-
tractive to graduates of medical
schools who are citizens of the United
States, as demonstrated, for example,
by:

(1) Adding additional services to the
existing programs to provide a broader
educational experience for residents,

(2) Expanding affiliations with other
residency programs to offer a broader
experience for residents,

(3) Expanding undergraduate clerk-
ships to provide a broader educational
experience.

(4) Creating or modifying administra-
tive units which will provide broader
clinical experiences, or

(5) Initiating research projects.

(d) The adequacy of the recruitment
efforts which have been and will be un-
dertaken to attract graduates of med-
ical schools who are citizens of the
United States, as demonstrated, for ex-
ample, by:

(1) Broad-based advertisement of the
program and of the institution through
notices in journals, contacts with med-
ical schools, etc.

(2) Forming committees for the pur-
pose of recruiting U.S. citizens.

(3) Working with national organiza-
tions which are involved with medical
students and U.S. graduate medical
trainees, e.g., the American Medical
Student Association and the Physician
National House Staff Association, to
attract U.S. citizens.

(e) The extent to which the program
on a year-by-year basis has phased
down its dependence upon aliens who
are graduates of foreign medical
schools so that the program will not be
dependent upon the admission to the
program of any additional such aliens
after December 31, 1983.
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PART 57—VOLUNTEER SERVICES

Sec.
57.1
57.2
57.3
57.4

Applicability.

Definitions.

Volunteer service programs.

Acceptance and use of volunteer serv-
ices.
57.5 Services and benefits available to vol-
unteers.

AUTHORITY: Sec. 223, 58 Stat. 683, as amend-
ed by 81 Stat. 539: 42 U.S.C. 217b.

SOURCE: 34 FR 13868, Aug. 29, 1969, unless
otherwise noted.

§57.1 Applicability.

The regulations in this part apply to
the acceptance of volunteer and un-
compensated services for use in the op-
eration of any health care facility of
the Department or in the provision of
health care.

§57.2 Definitions.

As used in the regulations in this
part:

Secretary means the Secretary of
Health and Human Services.

Department means the Department of
Health and Human Services.

Volunteer services are services per-
formed by individuals (hereafter called
volunteers) whose services have been
offered to the Government and accept-
ed under a formal agreement on a with-
out compensation basis for use in the
operation of a health care facility or in
the provision of health care.

Health care means services to pa-
tients in Department facilities, bene-
ficiaries of the Federal Government, or
individuals or groups for whom health
services are authorized under the pro-
grams of the Department.

Health care facility means a hospital,
clinic, health center, or other facility
established for the purpose of providing
health care.

§57.3 Volunteer service programs.

Programs for the use of volunteer
services may be established by the Sec-
retary, or his designee, to broaden and
strengthen the delivery of health serv-
ices, contribute to the comfort and
well being of patients in Department
hospitals or clinics, or expand the serv-
ices required in the operation of a
health care facility. Volunteers may be
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used to supplement, but not to take
the place of, personnel whose services
are obtained through the usual employ-
ment procedures.

§57.4 Acceptance and use of volunteer
services.

The Secretary, or his designee, shall
establish requirements for: Accepting
volunteer services from individuals or
groups of individuals, using volunteer
services, giving appropriate recogni-
tion to volunteers, and maintaining
records of volunteer services.

§57.5 Services and benefits available
to volunteers.

(a) The following provisions of law
may be applicable to volunteers whose
services are offered and accepted under
the regulations in this part:

(1) Subchapter I of Chapter 81 of Title
5 of the United States Code relating to
medical services for work related inju-
ries;

(2) Title 28 of the United States Code
relating to tort claims;

(3) Section 7903 of Title 5 of the
United States Code relating to protec-
tive clothing and equipment; and

(4) Section 5703 of Title 5 of the
United States Code relating to travel
and transportation expenses.

(b) Volunteers may also be provided
such other benefits as are authorized
by law or by administrative action of
the Secretary or his designee.

PART 60—NATIONAL PRACTITIONER
DATA BANK FOR ADVERSE IN-
FORMATION ON PHYSICIANS
AND OTHER HEALTH CARE PRAC-
TITIONERS

Subpart A—General Provisions

Sec.

60.1 The National Practitioner Data Bank.
60.2 Applicability of these regulations.
60.3 Definitions.

Subpart B—Reporting of Information

60.4 How information must be reported.

60.5 When information must be reported.

60.6 Reporting errors, omissions, and revi-
sions.

60.7 Reporting medical malpractice pay-
ments.

60.8 Reporting licensure actions taken by
Boards of Medical Examiners.
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60.9 Reporting adverse actions on clinical
privileges.

Subpart C—Disclosure of Information by
the National Practitioner Data Bank

60.10 Information which hospitals must re-
quest from the National Practitioner
Data Bank.

60.11 Requesting information from the Na-
tional Practitioner Data Bank.

60.12 Fees applicable to requests for infor-
mation.

60.13 Confidentiality of National Practi-
tioner Data Bank information.

60.14 How to dispute the accuracy of Na-
tional Practitioner Data Bank informa-
tion.

AUTHORITY: Secs. 401-432 of the Health Care
Quality Improvement Act of 1986, Pub. L. 99—
660, 100 Stat. 3784-3794, as amended by section
402 of Pub. L. 100-177, 101 Stat. 1007-1008 (42
U.S.C. 11101-11152).

SOURCE: : 54 FR 42730, Oct. 17, 1989, unless
otherwise noted.

Subpart A—General Provisions

§60.1 The National Practitioner Data
Bank.

The Health Care Quality Improve-
ment Act of 1986 (the Act), title IV of
Pub. L. 99-660, as amended, authorizes
the Secretary to establish (either di-
rectly or by contract) a National Prac-
titioner Data Bank to collect and re-
lease certain information relating to
the professional competence and con-
duct of physicians, dentists and other
health care practitioners. These regu-
lations set forth the reporting and dis-
closure requirements for the National
Practitioner Data Bank.

§60.2 Applicability of these regula-
tions.

The regulations in this part establish
reporting requirements applicable to
hospitals; health care entities; Boards
of Medical Examiners; professional so-
cieties of physicians, dentists or other
health care practitioners which take
adverse licensure of professional review
actions; and entities (including insur-
ance companies) making payments as a
result of medical malpractice actions
or claims. They also establish proce-
dures to enable individuals or entities
to obtain information from the Na-
tional Practitioner Data Bank or to
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dispute the accuracy of National Prac-
titioner Data Bank information.

[59 FR 61555, Dec. 1, 1994]

§60.3 Definitions.

Act means the Health Care Quality
Improvement Act of 1986, title IV of
Pub. L. 99-660, as amended.

Adversely affecting means reducing,
restricting, suspending, revoking, or
denying clinical privileges or member-
ship in a health care entity.

Board of Medical Examiners, or Board,
means a body or subdivision of such
body which is designated by a State for
the purpose of licensing, monitoring
and disciplining physicians or dentists.
This term includes a Board of Osteo-
pathic Examiners or its subdivision, a
Board of Dentistry or its subdivision,
or an equivalent body as determined by
the State. Where the Secretary, pursu-
ant to section 423(c)(2) of the Act, has
designated an alternate entity to carry
out the reporting activities of §60.9 due
to a Board’s failure to comply with
§60.8, the term Board of Medical Exam-
iners or Board refers to this alternate
entity.

Clinical privileges means the author-
ization by a health care entity to a
physician, dentist or other health care
practitioner for the provision of health
care services, including privileges and
membership on the medical staff.

Dentist means a doctor of dental sur-
gery, doctor of dental medicine, or the
equivalent who is legally authorized to
practice dentistry by a State (or who,
without authority, holds himself or
herself out to be so authorized).

Formal peer review process means the
conduct of professional review activi-
ties through formally adopted written
procedures which provide for adequate
notice and an opportunity for a hear-
ing.

Health care entity means:

(a) A hospital;

(b) An entity that provides health
care services, and engages in profes-
sional review activity through a formal
peer review process for the purpose of
furthering quality health care, or a
committee of that entity; or

(c) A professional society or a com-
mittee or agent thereof, including
those at the national, State, or local
level, of physicians, dentists, or other
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health care practitioners that engages
in professional review activity through
a formal peer review process, for the
purpose of furthering quality health
care.

For purposes of paragraph (b) of this
definition, an entity includes: a health
maintenance organization which is Ii-
censed by a State or determined to be
qualified as such by the Department of
Health and Human Services; and any
group or prepaid medical or dental
practice which meets the criteria of
paragraph (b).

Health care practitioner means an indi-
vidual other than a physician or den-
tist, who is licensed or otherwise au-
thorized by a State to provide health
care services.

Hospital means an entity described in
paragraphs (1) and (7) of section 1861(e)
of the Social Security Act.

Medical malpractice action or claim
means a written complaint or claim de-
manding payment based on a physi-
cian’s, dentists or other health care
practitioner’s provision of or failure to
provide health care services, and in-
cludes the filing of a cause of action
based on the law of tort, brought in
any State or Federal Court or other ad-
judicative body.

Physician means a doctor of medicine
or osteopathy legally authorized to
practice medicine or surgery by a State
(or who, without authority, holds him-
self or herself out to be so authorized).

Professional review action means an
action or recommendation of a health
care entity:

(a) Taken in the course of profes-
sional review activity;

(b) Based on the professional com-
petence or professional conduct of an
individual physician, dentist or other
health care practitioner which affects
or could affect adversely the health or
welfare of a patient or patients; and

(c) Which adversely affects or may
adversely affect the clinical privileges
or membership in a professional soci-
ety of the physician, dentist or other
health care practitioner.

(d) This term excludes actions which
are primarily based on:

(1) The physician’s, dentist’s or other
health care practitioner’s association,
or lack of association, with a profes-
sional society or association;

§60.3

(2) The physician’s, dentist’s or other
health care practitioner’s fees or the
physician’s, dentist’s or other health
care practitioner’s advertising or en-
gaging in other competitive acts in-
tended to solicit or retain business;

(3) The physician’s, dentist’s or other
health care practitioner’s participation
in prepaid group health plans, salaried
employment, or any other manner of
delivering health services whether on a
fee-for-service or other basis;

(4) A physician’s, dentist’s or other
health care practitioner’s association
with, supervision of, delegation of au-
thority to, support for, training of, or
participation in a private group prac-
tice with, a member or members of a
particular class of health care practi-
tioner or professional; or

(5) Any other matter that does not
relate to the competence or profes-
sional conduct of a physician, dentist
or other health care practitioner.

Professional review activity means an
activity of a health care entity with re-
spect to an individual physician, den-
tist or other health care practitioner:

(a) To determine whether the physi-
cian, dentist or other health care prac-
titioner may have clinical privileges
with respect to, or membership in, the
entity;

(b) To determine the scope or condi-
tions of such privileges or membership;
or

(¢c) To change or modify such privi-
leges or membership.

Secretary means the Secretary of
Health and Human Services and any
other officer or employee of the De-
partment of Health and Human Serv-
ices to whom the authority involved
has been delegated.

State means the fifty States, the Dis-
trict of Columbia, Puerto Rico, the
Virgin  Islands, Guam, American
Samoa, and the Northern Mariana Is-
lands.

[54 FR 42730, Oct. 17, 1989; 54 FR 43890, Oct. 27,
1989]
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Subpart B—Reporting of
Information

§60.4 How information must be re-
ported.

Information must be reported to the
Data Bank or to a Board of Medical Ex-
aminers as required under §§60.7, 60.8,
and 60.9 in such form and manner as
the Secretary may prescribe.

§60.5 When information must be re-
ported.

Information required under §§60.7,
60.8, and 60.9 must be submitted to the
Data Bank within 30 days following the
action to be reported, beginning with
actions occurring on or after Sep-
tember 1, 1990, as follows:

(a) Malpractice Payments (§60.7). Per-
sons or entities must submit informa-
tion to the Data Bank within 30 days
from the date that a payment, as de-
scribed in §60.7, is made. If required
under §60.7, this information must be
submitted simultaneously to the ap-
propriate State licensing board.

(b) Licensure Actions (§60.8). The
Board must submit information within
30 days from the date the licensure ac-
tion was taken.

(c) Adverse Actions (§60.9). A health
care entity must report an adverse ac-
tion to the Board within 15 days from
the date the adverse action was taken.
The Board must submit the informa-
tion received from a health care entity
within 15 days from the date on which
it received this information. If required
under §60.9, this information must be
submitted by the Board simultaneously
to the appropriate State licensing
board in the State in which the health
care entity is located, if the Board is
not such licensing Board.

[64 FR 42730, Oct. 17, 1989, as amended at 55
FR 50003, Dec. 4, 1990]

§60.6 Reporting errors, omissions, and
revisions.

(a) Persons and entities are respon-
sible for the accuracy of information
which they report to the Data Bank. If
errors or omissions are found after in-
formation has been reported, the per-
son or entity which reported it must
send an addition or correction to the
Data Bank or, in the case of reports
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made under §60.9, to the Board of Med-
ical Examiners, as soon as possible.

(b) An individual or entity which re-
ports information on licensure or clin-
ical privileges under §§60.8 or 60.9 must
also report any revision of the action
originally reported. Revisions include
reversal of a professional review action
or reinstatement of a license. Revisions
are subject to the same time con-
straints and procedures of §§60.5, 60.8,
and 60.9, as applicable to the original
action which was reported.

(Approved by the Office of Management and
Budget under control number 0915-0126)

[64 FR 42730, Oct. 17, 1989, as amended at 55
FR 50004, Dec. 4, 1990]

§60.7 Reporting medical malpractice
payments.

(a) Who must report. Each entity, in-
cluding an insurance company, which
makes a payment under an insurance
policy, self-insurance, or otherwise, for
the benefit of a physician, dentist or
other health care practitioner in set-
tlement of or in satisfaction in whole
or in part of a claim or a judgment
against such physician, dentist, or
other health care practitioner for med-
ical malpractice, must report informa-
tion as set forth in paragraph (b) to the
Data Bank and to the appropriate
State licensing board(s) in the State in
which the act or omission upon which
the medical malpractice claim was
based. For purposes of this section, the
waiver of an outstanding debt is not
construed as a ‘‘payment’” and is not
required to be reported.

(b) What information must be reported.
Entities described in paragraph (a)
must report the following information:

(1) With respect to the physician,
dentist or other health care practi-
tioner for whose benefit the payment is
made—

(i) Name,

(ii) Work address,

(iii) Home address, if known,

(iv) Social Security number, if
known, and if obtained in accordance
with section 7 of the Privacy Act of
1974,

(v) Date of birth,

(vi) Name of each professional school
attended and year of graduation,
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(vii) For each professional license:
the license number, the field of licen-
sure, and the name of the State or Ter-
ritory in which the license is held,

(viii) Drug Enforcement Administra-
tion registration number, if known,

(ix) Name of each hospital with
which he or she is affiliated, if known;

(2) With respect to the reporting enti-
ty—

(i) Name and address of the entity
making the payment,

(ii) Name, title, and telephone num-
ber of the responsible official submit-
ting the report on behalf of the entity,
and

(iii) Relationship of the reporting en-
tity of the physician, dentists, or other
health care practitioner for whose ben-
efit the payment is made;

(3) With respect to the judgment or
settlement resulting in the payment—

(i) Where an action or claim has been
filed with an adjudicative body, identi-
fication of the adjudicative body and
the case number,

(ii) Date or dates on which the act(s)
or omission(s) which gave rise to the
action or claim occurred,

(iii) Date of judgment or settlement,

(iv) Amount paid, date of payment,
and whether payment is for a judgment
or a settlement,

(v) Description and amount of judg-
ment or settlement and any conditions
attached thereto, including terms of
payment,

(vi) A description of the acts or omis-
sions and injuries or illnesses upon
which the action or claim was based,

(vii) Classification of the acts or
omissions in accordance with a report-
ing code adopted by the Secretary, and

(viii) Other information as required
by the Secretary from time to time
after publication in the FEDERAL REG-
ISTER and after an opportunity for pub-
lic comment.

(c) Sanctions. Any entity that fails to
report information on a payment re-
quired to be reported under this section
is subject to a civil money penalty of
up to $10,000 for each such payment in-
volved. This penalty will be imposed
pursuant to procedures at 42 CFR part
1003.

(d) Interpretation of information. A
payment in settlement of a medical
malpractice action or claim shall not

§60.8

be construed as creating a presumption
that medical malpractice has occurred.

(Approved by the Office of Management and
Budget under control number 0915-0126)

[64 FR 42730, Oct. 17, 1989, as amended at 59
FR 61555, Dec. 1, 1994]

§60.8 Reporting licensure actions
taken by Boards of Medical Exam-
iners.

(a) What actions must be reported.
Each Board of Medical Examiners must
report to the Data Bank any action
based on reasons relating to a physi-
cian’s or dentist’s professional com-
petence or professional conduct—

(1) Which revokes or suspends (or
otherwise restricts) a physician’s or
dentist’s license,

(2) Which censures, reprimands, or
places on probation a physician or den-
tist, or

(3) Under which a physician’s or den-
tist’s license is surrendered.

(b) Information that must be reported.
The Board must report the following
information for each action:

(1) The physician’s or dentist’s name,

(2) The physician’s or dentist’s work
address,

(3) The physician’s or dentist’s home
address, if known,

(4) The physician’s or dentist’s Social
Security number, if known, and if ob-
tained in accordance with section 7 of
the Privacy Act of 1974,

(6) The physician’s or dentist’s date
of birth,

(6) Name of each professional school
attended by the physician or dentist
and year of graduation,

(7) For each professional license, the
physician’s or dentist’s license number,
the field of licensure and the name of
the State or Territory in which the li-
cense is held,

(8) The physician’s or dentist’s Drug
Enforcement Administration registra-
tion number, if known,

(9) A description of the acts or omis-
sions or other reasons for the action
taken,

(10) A description of the Board ac-
tion, the date the action was taken,
and its effective date,

(11) Classification of the action in ac-
cordance with a reporting code adopted
by the Secretary, and
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(12) Other information as required by
the Secretary from time to time after
publication in the FEDERAL REGISTER
and after an opportunity for public
comment.

(c) Sanctions. If, after notice of non-
compliance and providing opportunity
to correct noncompliance, the Sec-
retary determines that a Board has
failed to submit a report as required by
this section, the Secretary will des-
ignate another qualified entity for the
reporting of information under §60.9.

(Approved by the Office of Management and
Budget under control number 0915-0126)

§60.9 Reporting adverse actions on
clinical privileges.

(a) Reporting to the Board of Medical
Examiners—(1) Actions that must be re-
ported and to whom the report must be
made. Bach health care entity must re-
port to the Board of Medical Examiners
in the State in which the health care
entity is located the following actions:

(i) Any professional review action
that adversely affects the clinical
privileges of a physician or dentist for
a period longer than 30 days;

(ii) Acceptance of the surrender of
clinical privileges or any restriction of
such privileges by a physician or den-
tist—

(A) While the physician or dentist is
under investigation by the health care
entity relating to possible incom-
petence or improper professional con-
duct, or

(B) In return for not conducting such
an investigation or proceeding; or

(iii) In the case of a health care enti-
ty which is a professional society,
when it takes a professional review ac-
tion concerning a physician or dentist.

(2) Voluntary reporting on other health
care practitioners. A health care entity
may report to the Board of Medical Ex-
aminers information as described in
paragraph (a)(3) of this section con-
cerning actions described in paragraph
(a)(1) in this section with respect to
other health care practitioners.

(3) What information must be reported.
The health care entity must report the
following information concerning ac-
tions described in paragraph (a)(1) of
this section with respect to the physi-
cian or dentist:

(i) Name,
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(ii) Work address,

(iii) Home address, if known,

(iv) Social Security number, if
known, and if obtained in accordance
with section 7 of the Privacy Act of
1974,

(v) Date of birth,

(vi) Name of each professional school
attended and year of graduation,

(vii) For each professional license:
the license number, the field of licen-
sure, and the name of the State or Ter-
ritory in which the license is held,

(viii) Drug Enforcement Administra-
tion registration number, if known,

(ix) A description of the acts or omis-
sions or other reasons for privilege
loss, or, if known, for surrender,

(x) Action taken, date the action was
taken, and effective date of the action,
and

(xi) Other information as required by
the Secretary from time to time after
publication in the FEDERAL REGISTER
and after an opportunity for public
comment.

(b) Reporting by the Board of Medical
Examiners to the National Practitioner
Data Bank. Each Board must report, in
accordance with §§60.4 and 60.5, the in-
formation reported to it by a health
care entity and any known instances of
a health care entity’s failure to report
information as required under para-
graph (a)(1) of this section. In addition,
each Board must simultaneously report
this information to the appropriate
State licensing board in the State in
which the health care entity is located,
if the Board is not such licensing
board.

(c) Sanctions—(1) Health care entities.
If the Secretary has reason to believe
that a health care entity has substan-
tially failed to report information in
accordance with §60.9, the Secretary
will conduct an investigation. If the in-
vestigation shows that the health care
entity has not complied with §60.9, the
Secretary will provide the entity with
a written notice describing the non-
compliance, giving the health care en-
tity an opportunity to correct the non-
compliance, and stating that the entity
may request, within 30 days after re-
ceipt of such notice, a hearing with re-
spect to the noncompliance. The re-
quest for a hearing must contain a
statement of the material factual
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issues in dispute to demonstrate that
there is cause for a hearing. These
issues must be both substantive and
relevant. The hearing will be held in
the Washington, DC, metropolitan
area. The Secretary will deny a hearing
if:

(i) The request for a hearing is un-
timely,

(ii) The health care entity does not
provide a statement of material factual
issues in dispute, or

(iii) The statement of factual issues
in dispute is frivolous or inconsequen-
tial.

In the event that the Secretary denies
a hearing, the Secretary will send a
written denial to the health care entity
setting forth the reasons for denial. If
a hearing is denied, or if as a result of
the hearing the entity is found to be in
noncompliance, the Secretary will pub-
lish the name of the health care entity
in the FEDERAL REGISTER. In such case,
the immunity protections provided
under section 411(a) of the Act will not
apply to the health care entity for pro-
fessional review activities that occur
during the 3-year period beginning 30
days after the date of publication of
the entity’s name in the FEDERAL REG-
ISTER.

(2) Board of Medical Examiners. If,
after notice of noncompliance and pro-
viding opportunity to correct non-
compliance, the Secretary determines
that a Board has failed to report infor-
mation in accordance with paragraph
(b) of this section, the Secretary will
designate another qualified entity for
the reporting of this information.

(Approved by the Office of Management and
Budget under control number 0915-0126)

[564 FR 42730, Oct. 17, 1989, as amended at 59
FR 61555, Dec. 1, 1994]

Subpart C—Disclosure of Informa-
tion by the National Practi-
tioner Data Bank

§60.10 Information which hospitals
must request from the National
Practitioner Data Bank.

(a) When information must be re-
quested. Each hospital, either directly
or through an authorized agent, must
request information from the Data
Bank concerning a physician, dentist

§60.11

or other health care practitioner as fol-
lows:

(1) At the time a physician, dentist
or other health care practitioner ap-
plies for a position on its medical staff
(courtesy or otherwise), or for clinical
privileges at the hospital; and

(2) Every 2 years concerning any phy-
sician, dentist, or other health care
practitioner who is on its medical staff
(courtesy or otherwise), or has clinical
privileges at the hospital.

(b) Failure to request information. Any
hospital which does not request the in-
formation as required in paragraph (a)
of this section is presumed to have
knowledge of any information reported
to the Data Bank concerning this phy-
sician, dentist or other health care
practitioner.

(c) Reliance on the obtained informa-
tion. Each hospital may rely upon the
information provided by the Data Bank
to the hospital. A hospital shall not be
held liable for this reliance unless the
hospital has knowledge that the infor-
mation provided was false.

(Approved by the Office of Management and
Budget under control number 0915-0126)

information from
Practitioner Data

§60.11 Requesting
the National
Bank.

(a) Who may request information and
what information may be available. Infor-
mation in the Data Bank will be avail-
able, upon request, to the persons or
entities, or their authorized agents, as
described below:

(1) A hospital that requests informa-
tion concerning a physician, dentist or
other health care practitioner who is
on its medical staff (courtesy or other-
wise) or has clinical privileges at the
hospital,

(2) A physician, dentist, or other
health care practitioner who requests
information concerning himself or her-
self,

(3) Boards of Medical Examiners or
other State licensing boards,

(4) Health care entities which have
entered or may be entering employ-
ment or affiliation relationships with a
physician, dentist or other health care
practitioner, or to which the physician,
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dentist or other health care practi-
tioner has applied for clinical privi-
leges or appointment to the medical
staff,

(6) An attorney, or individual rep-
resenting himself or herself, who has
filed a medical malpractice action or
claim in a State or Federal court or
other adjudicative body against a hos-
pital, and who requests information re-
garding a specific physician, dentist, or
other health care practitioner who is
also named in the action or claim. Pro-
vided, that this information will be dis-
closed only upon the submission of evi-
dence that the hospital failed to re-
quest information from the Data Bank
as required by §60.10(a), and may be
used solely with respect to ligitation
resulting from the action or claim
against the hospital,11(6) A health care
entity with respect to professional re-
view activity, and

(7) A person or entity who requests
information in a form which does not
permit the identification of any par-
ticular health care entity, physician,
dentist, or other health care practi-
tioner.

(b) Procedures for obtaining National
Practitioner Data Bank information. Per-
sons and entities may obtain informa-
tion from the Data Bank by submitting
a request in such form and manner as
the Secretary may prescribe. These re-
quests are subject to fees as described
in §60.12.

[564 FR 42730, Oct. 17, 1989; 54 FR 43890, Oct. 27,
1989]

§60.12 Fees applicable to requests for
information.

(a) Policy on Fees. The fees described
in this section apply to all requests for
information from the Data Bank.
These fees are authorized by section
427(b)(4) of the Health Care Quality Im-
provement Act of 1986 (42 U.S.C. 11137).
They reflect the costs of processing re-
quests for disclosure and of providing
such information. The actual fees will
be announced by the Secretary in peri-
odic notices in the FEDERAL REGISTER.

(b) Criteria for determining the fee. The
amount of each fee will be determined
based on the following criteria:

(1) Use of electronic data processing
equipment to obtain information—the
actual cost for the service, including
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computer search time, runs, printouts,
and time of computer programmers and
operators, or other employees,

(2) Photocopying or other forms of
reproduction, such as magnetic tapes—
actual cost of the operator’s time, plus
the cost of the machine time and the
materials used,

(3) Postage—actual cost, and

(4) Sending information by special
methods requested by the applicant,
such as express mail or electronic
transfer—the actual cost of the special
service.

(c) Assessing and collecting fees. The
Secretary will announce through no-
tice in the FEDERAL REGISTER from
time to time the methods of payment
of Data Bank fees. In determining
these methods, the Secretary will con-
sider efficiency, effectiveness, and con-
venience for the Data Bank users and
the Department. Methods may include:
credit card; electronic fund transfer;
check; and money order.

[564 FR 42730, Oct. 17, 1989, as amended at 60
FR 27899, May 26, 1995; 64 FR 9922, Mar. 1,
1999]

§60.13 Confidentiality of
Practitioner Data Bank
tion.

National
informa-

(a) Limitations on disclosure. Informa-
tion reported to the Data Bank is con-
sidered confidential and shall not be
disclosed outside the Department of
Health and Human Services, except as
specified in §60.10, §60.11 and §60.14.
Persons and entities which receive in-
formation from the Data Bank either
directly or from another party must
use it solely with respect to the pur-
pose for which it was provided. Nothing
in this paragraph shall prevent the dis-
closure of information by a party
which is authorized under applicable
State law to make such disclosure.

(b) Penalty for violations. Any person
who violates paragraph (a) shall be sub-
ject to a civil money penalty of up to
$10,000 for each violation. This penalty
will be imposed pursuant to procedures
at 42 CFR part 1003.
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§60.14 How to dispute the accuracy of
National Practitioner Data Bank in-
formation.

(a) Who may dispute National Practi-
tioner Data Bank information. Any phy-
sician, dentist or other health care
practitioner may dispute the accuracy
of information in the Data Bank con-
cerning himself or herself. The Sec-
retary will routinely mail a copy of
any report filed in the Data Bank to
the subject individual.

(b) Procedures for filing a dispute. A
physician, dentist or other health care
practitioner has 60 days from the date
on which the Secretary mails the re-
port in question to him or her in which
to dispute the accuracy of the report.
The procedures for disputing a report
are:

(1) Informing the Secretary and the
reporting entity, in writing, of the dis-
agreement, and the basis for it,

(2) Requesting simultaneously that
the disputed information be entered
into a ‘‘disputed” status and be re-
ported to inquirers as being in a ‘‘dis-
puted’” status, and

(3) Attempting to enter into discus-
sion with the reporting entity to re-
solve the dispute.

(c) Procedures for revising disputed in-
formation. (1) If the reporting entity re-
vises the information originally sub-
mitted to the Data Bank, the Sec-
retary will notify all entities to whom
reports have been sent that the origi-
nal information has been revised.

(2) If the reporting entity does not re-
vise the reported information, the Sec-
retary will, upon request, review the
written information submitted by both
parties (the physician, dentist or other
health care practitioner), and the re-
porting entity. After review, the Sec-
retary will either—

(i) If the Secretary concludes that
the information is accurate, include a
brief statement by the physician, den-
tist or other health care practitioner
describing the disagreement con-
cerning the information, and an expla-
nation of the basis for the decision that
it is accurate, or

(ii) If the Secretary concludes that
the information was incorrect, send
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corrected information to previous in-
quirers.

(Approved by the Office of Management and
Budget under control number 0915-0126)

[64 FR 42730, Oct. 17, 1989, as amended at 54
FR 43890, Oct. 27, 1989]
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Subpart A—General Provisions

§61.1 The Healthcare Integrity and
Protection Data Bank.

(a) Section 1128E of the Social Secu-
rity Act (the Act) authorizes the Sec-
retary of Health and Human Services
(the Secretary) to implement a na-
tional health care fraud and abuse data
collection program for the reporting
and disclosing of certain final adverse
actions taken against health care pro-
viders, suppliers, or practitioners. Sec-
tion 1128E of the Act also directs the
Secretary to maintain a database of
final adverse actions taken against
health care providers, suppliers or
practitioners. This data bank will be
known as the Healthcare Integrity and
Protection Data Bank (HIPDB). Settle-
ments in which no findings or admis-
sions of liability have been made will
be excluded from being reported. How-
ever, if another action is taken against
the provider, supplier or practitioner of
a health care item or service as a re-
sult of or in conjunction with the set-
tlement, that action is reportable to
the HIPDB.

(b) Section 1128E of the Act also re-
quires the Secretary to implement the
HIPDB in such a manner as to avoid
duplication with the reporting require-
ments established for the National
Practitioner Data Bank (NPDB) (See 45
CFR part 60). In accordance with the
statute, the reporter responsible for re-
porting the final adverse actions to
both the HIPDB and the NPDB will be
required to submit only one report,
provided that reporting is made
through the Department’s consolidated
reporting mechanism that will sort the
appropriate actions into the HIPDB,
NPDB, or both.

(c) The regulations in this part set
forth the reporting and disclosure re-
quirements for the HIPDB.

§61.2 Applicability of these regula-
tions.

The regulations in this part establish
reporting requirements applicable to
Federal and State Government agen-
cies and to health plans, as the terms
are defined under §61.3.
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§61.3 Definitions.

The following definitions apply to
this part:

Act means the Social Security Act.

Affiliated or associated means health
care entities with which a subject of a
final adverse action has a commercial
relationship, including but not limited
to, organizations, associations, cor-
porations, or partnerships. It also in-
cludes a professional corporation or
other business entity composed of a
single individual.

Any other negative action or finding by
a Federal or State licensing agency
means any action or finding that under
the State’s law is publicly available in-
formation, and rendered by a licensing
or certification authority, including
but not limited to, limitations on the
scope of practice, liquidations, injunc-
tions and forfeitures. This definition
also includes final adverse actions ren-
dered by a Federal or State licensing or
certification authority, such as exclu-
sions, revocations or suspension of li-
cense or certification that occur in
conjunction with settlements in which
no finding of liability has been made
(although such a settlement itself is
not reportable under the statute). This
definition excludes administrative
fines or citations and corrective action
plans and other personnel actions, un-
less they are:

(1) Connected to the delivery of
health care services, and

(2) Taken in conjunction with other
licensure or certification actions such
as revocation, suspension, censure, rep-
rimand, probation or surrender.

Civil judgment means a court-ordered
action rendered in a Federal or State
court proceeding, other than a criminal
proceeding. This reporting requirement
does not include Consent Judgments
that have been agreed upon and en-
tered to provide security for civil set-
tlements in which there was no finding
or admission of liability.

Criminal conviction means a convic-
tion as described in section 1128(i) of
the Act.

Exclusion means a temporary or per-
manent debarment of an individual or
entity from participation in any Fed-
eral or State health-related program,
in accordance with which items or
services furnished by such person or
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entity will not be reimbursed under
any Federal or State health-related
program.

Government agency includes,
not limited to—

(1) The U.S. Department of Justice;

(2) The U.S Department of Health
and Human Services;

(3) Any other Federal agency that ei-
ther administers or provides payment
for the delivery of health care services,
including, but not limited to, the U.S.
Department of Defense and the U.S.
Department of Veterans Affairs;

(4) Federal and State law enforce-
ment agencies, including States Attor-
neys General and law enforcement in-
vestigators;

(5) State Medicaid Fraud Control
Units; and

(6) Federal or State agencies respon-
sible for the licensing and certification
of health care providers, suppliers or li-
censed health care practitioners. Ex-
amples of such State agencies include
Departments of Professional Regula-
tion, Health, Social Services (including
State Survey and Certification and
Medicaid Single State agencies), Com-
merce and Insurance.

Health care provider means a provider
of services as defined in section 1861(u)
of the Act; any health care entity (in-
cluding a health maintenance organi-
zation, preferred provider organization
or group medical practice) that pro-
vides health care services and follows a
formal peer review process for the pur-
pose of furthering quality health care,
and any other health care entity that,
directly or through contracts, provides
health care services.

Health care supplier means a provider
of medical and other health care serv-
ices as described in section 1861(s) of
the Act; or any individual or entity,
other than a provider, who furnishes,
whether directly or indirectly, or pro-
vides access to, health care services,
supplies, items, or ancillary services
(including, but not limited to, durable
medical equipment suppliers, manufac-
turers of health care items, pharma-
ceutical suppliers and manufacturers,
health record services such as medical,
dental and patient records, health data
suppliers, and billing and transpor-
tation service suppliers). The term also
includes any individual or entity under

but is
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contract to provide such supplies,
items or ancillary services; health

plans as defined in this section (includ-
ing employers that are self-insured);
and health insurance producers (includ-
ing but not limited to agents, brokers,
solicitors, consultants and reinsurance
intermediaries).

Health plan means a plan, program or
organization that provides health bene-
fits, whether directly, through insur-
ance, reimbursement or otherwise, and
includes but is not limited to—

(1) A policy of health insurance;

(2) A contract of a service benefit or-
ganization;

(3) A membership agreement with a
health maintenance organization or
other prepaid health plan;

(4) A plan, program, agreement or
other mechanism established, main-
tained or made available by a self in-
sured employer or group of self insured
employers, a practitioner, provider or
supplier group, third party adminis-
trator, integrated health care delivery
system, employee welfare association,
public service group or organization or
professional association; and

(5) An insurance company, insurance
service or insurance organization that
is licensed to engage in the business of
selling health care insurance in a State
and which is subject to State law
which regulates health insurance.

Licensed health care practitioner, li-
censed  practitioner, or  practitioner
means, with respect to a State, an indi-
vidual who is licensed or otherwise au-
thorized by the State to provide health
care services (or any individual who,
without authority, holds himself or
herself out to be so licensed or author-
ized).

Organization name means the sub-
ject’s business or employer at the time
the underlying acts occurred. If more
than one business or employer is in-
volved, the one most closely related to
the underlying acts should be reported
in the ‘‘organization name,” field with
the others being reported in the ‘‘af-
filiated or associated health care enti-
ties” field.

Organization type means a brief de-
scription of the nature of that business
or employer.

Other adjudicated actions or decisions
means formal or official final actions
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taken against a health care provider,
supplier or practitioner by a Federal or
State governmental agency or a health
plan; which include the availability of
a due process mechanism, and; are
based on acts or omissions that affect
or could affect the payment, provision
or delivery of a health care item or
service. For example, a formal or offi-
cial final action taken by a Federal or
State governmental agency or a health
plan may include, but is not limited to,
a personnel-related action such as sus-
pensions without pay, reductions in
pay, reductions in grade for cause, ter-
minations or other comparable actions.
A hallmark of any valid adjudicated
action or decision is the availability of
a due process mechanism. The fact that
the subject elects not to use the due
process mechanism provided by the au-
thority bringing the action is immate-
rial, as long as such a process is avail-
able to the subject before the adju-
dicated action or decision is made
final. In general, if an ‘‘adjudicated ac-
tion or decision” follows an agency’s
established administrative procedures
(which ensure that due process is avail-
able to the subject of the final adverse
action), it would qualify as a report-
able action under this definition. This
definition specifically excludes clinical
privileging actions taken by Federal or
State Government agencies and similar
paneling decisions made by health
plans. This definition does not include
overpayment determinations made by
Federal or State Government pro-
grams, their contractors or health
plans; and it does not include denial of
claims determinations made by Gov-
ernment agencies or health plans. For
health plans that are not Government
entities, an action taken following ade-
quate notice and the opportunity for a
hearing that meets the standards of
due process set out in section 412(b) of
the HCQIA (42 U.S.C. 11112(b)) also
would qualify as a reportable action
under this definition.

Secretary means the Secretary of
Health and Human Services and any
other officer or employee of the De-
partment of Health and Human Serv-
ices to whom the authority involved
has been delegated.

State means any of the fifty States,
the District of Columbia, the Common-
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wealth of Puerto Rico, the Virgin Is-
lands and Guam.

Voluntary surrender means a sur-
render made after a notification of in-
vestigation or a formal official request
by a Federal or State licensing or cer-
tification authority for a health care
provider, supplier or practitioner to
surrender the license or certification
(including certification agreements or
contracts for participation in Federal
or State health care programs). The
definition also includes those instances
where a health care provider, supplier
or practitioner voluntarily surrenders
a license or certification (including
program participation agreements or
contracts) in exchange for a decision
by the licensing or certification au-
thority to cease an investigation or
similar proceeding, or in return for not
conducting an investigation or pro-
ceeding, or in lieu of a disciplinary ac-
tion.

[64 FR 57758, Oct. 26, 1999, as amended at 65
FR 70507, Nov. 24, 2000; 70 FR 53954, Sept. 13,
2005]

Subpart B—Reporting of
Information

§61.4 How information must be re-
ported.

Information must be reported to the
HIPDB as required under §§61.6, 61.7,
61.8, 61.9, 61.10, 61.11 and 61.15 in such
form and manner as the Secretary may
prescribe.

§61.5 When information must be re-
ported.

(a) Information required under §§61.7,
61.8, 61.9, 61.10 and 61.11 must be sub-
mitted to the HIPDB—

(1) Within 30 calendar days from the
date the final adverse action was taken
or the date when the reporting entity
became aware of the final adverse ac-
tion; or

(2) By the close of the entity’s next
monthly reporting cycle, whichever is
later.

(b) The date the final adverse action
was taken, its effective date and dura-
tion of the action would be contained
in the information reported to the
HIPDB under §§61.7, 61.8, 61.9, 61.10 and
61.11.
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§61.6 Reporting errors, omissions, re-
visions or whether an action is on
appeal.

(a) If errors or omissions are found
after information has been reported,
the reporter must send an addition or
correction to the HIPDB. The HIPDB
will not accept requests for readjudica-
tion of the case.

(b) A reporter that reports informa-
tion on licensure, criminal convictions,
civil or administrative judgments, ex-
clusions, or adjudicated actions or de-
cisions under §§61.7, 61.8, 61.9, 61.10 or
61.11 also must report any revision of
the action originally reported. Revi-
sions include, but are not limited to,
reversal of a criminal conviction, re-
versal of a judgment or other adju-
dicated decisions or whether the action
is on appeal, and reinstatement of a li-
cense.

(c) The subject will receive a copy of
all reports, including revisions and cor-
rections to the report.

(d) Upon receipt of a report, the sub-
ject—

(1) Can accept the report as written;

(2) May provide a statement to the
HIPDB that will be permanently ap-
pended to the report, either directly or
through a designated representative
(The HIPDB will distribute the state-
ment to queriers, where identifiable,
and to the reporting entity and the
subject of the report. The HIPDB will
not edit the statement; only the sub-
ject can, upon request, make changes
to the statement); or

(3) May follow the dispute process in
accordance with §61.15.

§61.7 Reporting licensure actions
taken by Federal or State licensing
and certification agencies.

(a) What actions must be reported. Fed-
eral and State licensing and certifi-
cation agencies must report to the
HIPDB the following final adverse ac-
tions that are taken against a health
care provider, supplier, or practitioner
(regardless of whether the final adverse
action is the subject of a pending ap-
peal)—

(1) Formal or official actions, such as
revocation or suspension of a license or
certification agreement or contract for
participation in Federal or State
health care programs (and the length

§61.7

of any such suspension),
censure or probation;

(2) Any other loss of the license or
loss of the certification agreement or
contract for participation in Federal or
State health care programs, or the
right to apply for, or renew, a license
or certification agreement or contract
of the provider, supplier, or practi-
tioner, whether by operation of law,
voluntary surrender, non-renewal (ex-
cluding nonrenewals due to non-
payment of fees, retirement, or change
to inactive status), or otherwise; and

(3) Any other negative action or find-
ing by such Federal or State agency
that is publicly available information.

(b) Entities described in paragraph
(a) of this section must report the fol-
lowing information:

(1) If the subject is an individual, per-
sonal identifiers, including:

(i) Name;

(ii) Social Security Number (or Indi-
vidual Taxpayer Identification Number
(ITIN));

(iii) Home address or address of
record;

(iv) Sex; and

(v) Date of birth.

(2) If the subject is an individual,
that individual’s employment or pro-
fessional identifiers, including:

(i) Organization name and type;

(ii) Occupation and specialty, if ap-
plicable;

(iii) National Provider Identifier
(NPI), when issued by theCenters for
Medicare & Medicaid Services (CMS);

(iv) Name of each professional school
attended and year of graduation; and

(v) With respect to the State profes-
sional license (including professional
certification and registration) on
which the reported action was taken,
the license number, the field of licen-
sure, and the name of the State or ter-
ritory in which the license is held.

(3) If the subject is an organization,
identifiers, including:

(i) Name;

(ii) Business address;

(iii) Federal Employer Identification
Number (FEIN), or Social Security
Number (or ITIN) when used by the
subject as a Taxpayer Identification
Number (TIN);

(iv) The NPI, when issued by CMS;

(v) Type of organization; and

reprimand,
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(vi) With respect to the State license
(including certification and registra-
tion) on which the reported action was
taken, the license and the name of the
State or territory in which the license
is held.

(4) For all subjects:

(i) A narrative description of the acts
or omissions and injuries upon which
the reported action was based;

(ii) Classification of the acts or omis-
sions in accordance with a reporting
code adopted by the Secretary;

(iii) Classification of the action
taken in accordance with a reporting
code adopted by the Secretary, and the
amount of any monetary penalty re-
sulting from the reported action;

(iv) The date the action was taken,
its effective date and duration;

(v) If the action is on appeal;

(vi) Name of the agency taking the
action;

(vii) Name and address of the report-
ing entity; and

(viii) The name, title and telephone
number of the responsible official sub-
mitting the report on behalf of the re-
porting entity.

(c) Entities described in paragraph
(a) of this section should report, if
known, the following information:

(1) If the subject is an individual, per-
sonal identifiers, including:

(i) Other name (s) used;

(ii) Other address;

(iii) FEIN, when used by the indi-
vidual as a TIN; and

(iv) If deceased, date of death.

(2) If the subject is an individual,
that individual’s employment or pro-
fessional identifiers, including:

(i) Other State professional license
number(s), field(s) of licensure, and the
name(s) of the State or territory in
which the license is held;

(ii) Other numbers assigned by Fed-
eral or State agencies, to include, but
not limited to Drug Enforcement Ad-
ministration (DEA) registration num-
ber(s), Unique Physician Identification
Number(s) (UPIN), and Medicaid and
Medicare provider number(s);

(iii) Name(s) and address(es) of any
health care entity with which the sub-
ject is affiliated or associated; and

(iv) Nature of the subject’s relation-
ship to each associated or affiliated
health care entity.
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(3) If the subject is an organization,
identifiers, including:

(i) Other name(s) used;

(ii) Other address(es) used;

(iii) Other FEIN(s) or Social Security
Numbers (or ITIN) used;

(iv) Other NPI(s) used;

(v) Other State license number(s) and
the name(s) of the State or territory in
which the license is held;

(vi) Other numbers assigned by Fed-
eral or State agencies, to include, but
not limited to Drug Enforcement Ad-
ministration (DEA) registration num-
ber(s), Clinical Laboratory Improve-
ment Act (CLIA) number(s), Food and
Drug Administration (FDA) number(s),
and Medicaid and Medicare provider
number(s);

(vii) Names and titles of principal of-
ficers and owners;

(viii) Name(s) and address(es) of any
health care entity with which the sub-
ject is affiliated or associated; and

(ix) Nature of the subject’s relation-
ship to each associated or affiliated
health care entity.

(4) For all subjects:

(i) If the subject will be automati-
cally reinstated; and

(ii) The date of appeal, if any.

(d) Sanctions for failure to report. The
Secretary will provide for a publication
of a public report that identifies those
Government agencies that have failed
to report information on adverse ac-
tions as required to be reported under
this section.

[64 FR 57758, Oct. 26, 1999, as amended at 69
FR 33868, June 17, 2004]

§61.8 Reporting Federal or State
criminal convictions related to the
delivery of a health care item or
service.

(a) Who must report. Federal and
State prosecutors must report criminal
convictions against health care pro-
viders, suppliers, and practitioners re-
lated to the delivery of a health care
item or service (regardless of whether
the conviction is the subject of a pend-
ing appeal).

(b) Entities described in paragraph
(a) of this section must report the fol-
lowing information:

(1) If the subject is an individual, per-
sonal identifiers, including:

(i) Name;
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(ii) Social
ITIN);

(iii) Home address or address of
record;

(iv) Sex; and

(v) Date of birth.

(2) If the subject is an individual,
that individual’s employment or pro-
fessional identifiers, including:

(i) Organization name and type;

(ii) Occupation and specialty, if ap-
plicable; and

(iii) National Provider Identifier
(NPI), when issued by theCenters for
Medicare & Medicaid Services (CMS).

(3) If the subject is an organization,
identifiers, including:

Security Number (or

(i) Name;
(ii) Business address;
(iii) Federal Employer Number

(FEIN), or Social Security Number (or
ITIN) when used by the subject as a
Taxpayer Identification Number (TIN);

(iv) The NPI, when issued by CMS;
and

(v) Type of organization.

(4) For all subjects:

(i) A narrative description of the acts
or omissions and injuries upon which
the reported action was based;

(ii) Classification of the acts or omis-
sions in accordance with a reporting
code adopted by the Secretary;

(iii) Name and location of court or ju-
dicial venue in which the action was
taken;

(iv) Docket or court file number;

(v) Type of action taken;

(vi) Statutory offense(s) and count(s);

(vii) Name of primary prosecuting
agency (or the plaintiff in civil ac-
tions);

(viii) Date of sentence or judgment;

(ix) Length of incarceration, deten-
tion, probation, community service or
suspended sentence;

(x) Amounts of any monetary judg-
ment, penalty, fine, assessment or res-
titution;

(xi) Other sentence, judgment or or-
ders;

(xii) If the action is on appeal;

(xiii) Name and address of the report-
ing entity; and

(xiv) The name, title and telephone
number of the responsible official sub-
mitting the report on behalf of the re-
porting entity.

§61.8

(c) Entities described in paragraph
(a) of this section should report, if
known, the following information:

(1) If the subject is an individual, per-
sonal identifiers, including:

(1) Other name (s) used;

(ii) Other address; and

(iii) FEIN, when used by the indi-
vidual as a TIN.

(2) If the subject is an individual,
that individual’s employment or pro-
fessional identifiers, including:

(i) State professional license (includ-
ing professional certification and reg-
istration) number(s), field(s) of licen-
sure, and the name(s) of the State or
territory in which the license is held;

(ii) Other numbers assigned by Fed-
eral or State agencies, to include, but
not limited to Drug Enforcement Ad-
ministration (DEA) registration num-
ber(s), Unique Physician Identification
Number(s) (UPIN), and Medicaid and
Medicare provider number(s);

(iii) Name(s) and address(es) of any
health care entity with which the sub-
ject is affiliated or associated; and

(iv) Nature of the subject’s relation-
ship to each associated or affiliated
health care entity.

(3) If the subject is an organization,
identifiers, including:

(i) Other name(s) used;

(i1) Other address(es) used;

(iii) Other FEIN(s) or Social Security
Numbers(s) (or ITINs) used;

(iv) Other NPI(s) used;

(v) State license (including certifi-
cation and registration) number(s) and
the name(s) of the State or territory in
which the license is held;

(vi) Other numbers assigned by Fed-
eral or State agencies, to include, but
not limited to Drug Enforcement Ad-
ministration (DEA) registration num-
ber(s), Clinical Laboratory Improve-
ment Act (CLIA) number(s), Food and
Drug Administration (FDA) number(s),
and Medicaid and Medicare provider
number(s);

(vii) Names and titles of principal of-
ficers and owners;

(viii) Name(s) and address(es) of any
health care entity with which the sub-
ject is affiliated or associated; and

(ix) Nature of the subject’s relation-
ship to each associated or affiliated
health care entity.

(4) For all subjects:
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(i) Prosecuting agency’s case number;

(ii) Investigative agencies involved;

(iii) Investigative agencies case of
file number(s); and

(iv) The date of appeal, if any.

(d) Sanctions for failure to report. The
Secretary will provide for publication
of a public report that identifies those
Government agencies that have failed
to report information on criminal con-
victions as required to be reported
under this section.

[64 FR 57758, Oct. 26, 1999, as amended at 69
FR 33868, June 17, 2004]

§61.9 Reporting civil judgments re-
lated to the delivery of a health
care item or service.

(a) Who must report. Federal and
State attorneys and health plans must
report civil judgments against health
care providers, suppliers, or practi-
tioners related to the delivery of a
health care item or service (regardless
of whether the civil judgment is the
subject of a pending appeal). If a Gov-
ernment agency is party to a multi-
claimant civil judgment, it must as-
sume the responsibility for reporting
the entire action, including all
amounts awarded to all the claimants,
both public and private. If there is no
Government agency as a party, but
there are multiple health plans as
claimants, the health plan which re-
ceives the largest award must be re-
sponsible for reporting the total action
for all parties.

(b) Entities described in paragraph
(a) of this section must report the in-
formation as required in §61.8(b).

(c) Entities described in paragraph
(a) of this section should report, if
known the information as described in
§61.8(c).

(d) Sanctions for failure to report. Any
health plan that fails to report infor-
mation on a civil judgment required to
be reported under this section will be
subject to a civil money penalty (CMP)
of not more than $25,000 for each such
adverse action not reported. Such pen-
alty will be imposed and collected in
the same manner as CMPs under sub-
section (a) of section 1128A of the Act.
The Secretary will provide for publica-
tion of a public report that identifies
those Government agencies that have
failed to report information on civil
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judgments as required to be reported
under this section.

§61.10 Reporting exclusions from par-
ticipation in Federal or State health
care programs.

(a) Who must report. Federal and
State Government agencies must re-
port health care providers, suppliers, or
practitioners excluded from partici-
pating in Federal or State health care
programs, including exclusions that
were made in a matter in which there
was also a settlement that is not re-
ported because no findings or admis-
sions of liability have been made (re-
gardless of whether the exclusion is the
subject of a pending appeal) .

(b) Entities described in paragraph
(a) of this section must report the fol-
lowing information:

(1) If the subject is an individual, per-
sonal identifiers, including:

(i) Name;

(ii) Social
ITIN);

(iii) Home address or address of
record;

(iv) Sex; and

(v) Date of birth.

(2) If the subject is an individual,
that individual’s employment or pro-
fessional identifiers, including:

(i) Organization name and type;

(ii) Occupation and specialty, if ap-
plicable; and

(iii) National Provider Identifier
(NPI), when issued by theCenters for
Medicare & Medicaid Services (CMS).

(3) If the subject is an organization,
identifiers, including:

(i) Name;

(ii) Business address;

(iii) Federal Employer Identification
Number (FEIN), or Social Security
Number (or ITIN) when used by the
subject as a Taxpayer Identification
Number (TIN);

(iv) The NPI, when issued by CMS;
and

(v) Type of organization.

(4) For all subjects:

(i) A narrative description of the acts
or omissions and injuries upon which
the reported action was based;

(ii) Classification of the acts or omis-
sions in accordance with a reporting
code adopted by the Secretary;

(iii) Classification of the action
taken in accordance with a reporting

Security Number (or
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code adopted by the Secretary, and the
amount of any monetary penalty re-
sulting from the reported action;

(iv) The date the action was taken,
its effective date and duration;

(v) If the action is on appeal;

(vi) Name of the agency taking the
action;

(vii) Name and address of the report-
ing entity; and

(viii) The name, title and telephone
number of the responsible official sub-
mitting the report on behalf of the re-
porting entity.

(c) Entities described in paragraph
(a) of this section should report, if
known, the following information:

(1) If the subject is an individual, per-
sonal identifiers, including:

(i) Other name(s) used;

(ii) Other address;

(iii) FEIN, when used by the indi-
vidual as a TIN;

(iv) Name of each professional school
attended and year of graduation; and

(v) If deceased, date of death.

(2) If the subject is an individual,
that individual’s employment or profes-
sional identifiers, including:

(i) State professional license (includ-
ing professional registration and cer-
tification) number(s), field(s) of licen-
sure, and the name(s) of the State or
Territory in which the license is held;

(ii) Other numbers assigned by Fed-
eral or State agencies, to include, but
not limited to Drug Enforcement Ad-
ministration (DEA) registration num-
ber(s), Unique Physician Identification
Number(s) (UPIN), and Medicaid and
Medicare provider number(s);

(iii) Name(s) and address(es) of any
health care entity with which the sub-
ject is affiliated or associated; and

(iv) Nature of the subject’s relation-
ship to each associated or affiliated
health care entity.

(3) If the subject is an organization,
identifiers, including:

(i) Other name(s) used;

(ii) Other address(es) used;

(iii) Other FEIN(s) or Social Security
Numbers(s) (or ITINs) used;

(iv) Other NPI(s) used;

(v) State license (including registra-
tion and certification) number(s) and
the name(s) of the State or territory in
which the license is held;

§61.11

(vi) Other numbers assigned by Fed-
eral or State agencies, to include, but
not limited to Drug Enforcement Ad-
ministration (DEA) registration num-
ber(s), Clinical Laboratory Improve-
ment Act (CLIA) number(s), Food and
Drug Administration (FDA) number(s),
and Medicaid and Medicare provider
number(s);

(vii) Names and titles of principal of-
ficers and owners;

(viii) Name(s) and address(es) of any
health care entity with which the sub-
ject is affiliated or associated; and

(ix) Nature of the subject’s relation-
ship to each associated or affiliated
health care entity.

(4) For all subjects:

(i) If the subject will be automati-
cally reinstated; and

(ii) The date of appeal, if any.

(d) Sanctions for failure to report. The
Secretary will provide for publication
of a public report that identifies those
Government agencies that have failed
to report information on exclusions or
debarments as required to be reported
under this section.

[64 FR 57758, Oct. 26, 1999, as amended at 69
FR 33869, June 17, 2004]

§61.11 Reporting other
actions or decisions.

(a) Who must report. Federal and
State governmental agencies and
health plans must report other adju-
dicated actions or decisions as defined
in §61.3 related to the delivery, pay-
ment or provision of a health care item
or service against health care pro-
viders, suppliers, and practitioners (re-
gardless of whether the other adju-
dicated action or decision is subject to
a pending appeal).

(b) Entities described in paragraph
(a) of this section must report the in-
formation as required in §61.10(b).

(c) Entities described in paragraph
(a) of this section should report, if
known the information as described in
§61.10(c).

(d) Sanctions for failure to report. Any
health plan that fails to report infor-
mation on an other adjudicated action
or decision required to be reported
under this section will be subject to a
civil money penalty (CMP) of not more
than $25,000 for each such action not re-
ported. Such penalty will be imposed

adjudicated
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and collected in the same manner as
CMPs under subsection (a) of section
1128A of the Act. The Secretary will
provide for publication of a public re-
port that identifies those Government
agencies that have failed to report in-
formation on other adjudicated actions
as required to be reported under this
section.

Subpart C—Disclosure of Informa-
tion by the Healthcare Integ-
rity and Protection Data
Bank

§61.12 Requesting information from
the Healthcare Integrity and Pro-
tection Data Bank.

(a) Who may request information and
what information may be available. Infor-
mation in the HIPDB will be available,
upon request, to the following persons

or entities, or their authorized
agents—
(1) Federal and State Government
agencies;

(2) Health plans;

(3) A health care practitioner, pro-
vider, or supplier requesting informa-
tion concerning himself, herself or
itself; and

(4) A person or entity requesting sta-
tistical information, which does not
permit identification of any individual
or entity. (For example, researchers
can use statistical information to iden-
tify the total number of practitioners
excluded from the Medicare and Med-
icaid programs. Similarly, health plans
can use statistical information to de-
velop outcome measures in their ef-
forts to monitor and improve quality
care.)

(b) Procedures for obtaining HIPDB in-
formation. Eligible individuals and enti-
ties may obtain information from the
HIPDB by submitting a request in such
form and manner as the Secretary may
prescribe. These requests are subject to
fees set forth in §61.13. The HIPDB will
comply with the Department’s prin-
ciples of fair information practice by
providing each subject of a report with
a copy when the report is entered into
the HIPDB.

(¢c) Information provided in response to
self-queries. (1) At the time subjects re-
quest information as part of a ‘‘self-
query,” the subject will receive—
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(i) Any report(s) in the HIPDB spe-
cific to them; and

(ii) A disclosure history from the
HIPDB of the name(s) of any entity (or
entities) that have previously received
the report(s).

(2) The disclosure history will be re-
stricted in accordance with the Privacy
Act regulations set forth in 45 CFR
part 5b.

§61.13 Fees applicable to requests for
information.

(a) Policy on fees. The fees described
in this section apply to all requests for
information from the HIPDB, except
requests from Federal agencies. How-
ever, for purposes of verification and
dispute resolution at the time the re-
port is accepted, the HIPDB will pro-
vide a copy—at the time a report has
been submitted automatically, without
a request and free of charge—of every
report to the health care provider, sup-
plier or practitioner who is the subject
of the report. For the same purpose,
the Department will provide a copy of
the report—at the time a report has
been submitted automatically, without
a request and free of charge—to the re-
porter that submitted it. The fees are
authorized by section 1128E(d)(2) of the
Act, and they reflect the full costs of
operating the database. The actual fees
will be announced by the Secretary in
periodic notices in the FEDERAL REG-
ISTER.

(b) Criteria for determining the fee. The
amount of each fee will be determined
based on the following criteria —

(1) Direct and indirect personnel
costs;

(2) Physical overhead, consulting,
and other indirect costs including rent
and depreciation on land, buildings and
equipment;

(3) Agency management and super-
visory costs;

(4) Costs of enforcement, research
and establishment of regulations and
guidance;

(5) Use of electronic data processing
equipment to collect and maintain in-
formation—the actual cost of the serv-
ice, including computer search time,
runs and printouts; and

(6) Any other direct or indirect costs
related to the provision of services.
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(c) Assessing and collecting fees. The
Secretary will announce through peri-
odic notice in the FEDERAL REGISTER
the method of payment of fees. In de-
termining these methods, the Sec-
retary will consider efficiency, effec-
tiveness and convenience for users and
for the Department. Methods may in-
clude credit card, electronic funds
transfer and other methods of elec-
tronic payment.

§61.14 Confidentiality of Healthcare
Integrity and Protection Data Bank
information.

Information reported to the HIPDB is
considered confidential and will not be
disclosed outside the Department, ex-
cept as specified in §§61.12 and 61.15.
Persons and entities receiving informa-
tion from the HIPDB, either directly or
from another party, must use it solely
with respect to the purpose for which it
was provided. Nothing in this section
will prevent the disclosure of informa-
tion by a party from its own files used
to create such reports where disclosure
is otherwise authorized under applica-
ble State or Federal law.

§61.15 How to dispute the accuracy of
Healthcare Integrity and Protection
Data Bank information.

(a) Who may dispute the HIPDB infor-
mation. The HIPDB will routinely mail
or transmit electronically to the sub-
ject a copy of the report filed in the
HIPDB. In addition, as indicated in
§61.12(a)(3), the subject may also re-
quest a copy of such report. The sub-
ject of the report or a designated rep-
resentative may dispute the accuracy
of a report concerning himself, herself
or itself as set forth in paragraph (b) of
this section.

(b) Procedures for disputing a report
with the reporting entity. If the subject
disagrees with the reported informa-
tion, the subject must request in writ-
ing that the HIPDB enter the report
into ‘“‘disputed status.”

(2) The HIPDB will send the report,
with a notation that the report has
been placed in ‘‘disputed status,” to
queriers (where identifiable), the re-
porting entity and the subject of the
report.

(3) The subject must attempt to enter
into discussion with the reporting enti-
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ty to resolve the dispute. If the report-
ing entity revises the information
originally submitted to the HIPDB, the
HIPDB will notify the subject and all
entities to whom reports have been
sent that the original information has
been revised. If the reporting entity
does not revise the reported informa-
tion, or does not respond to the subject
within 60 days, the subject may request
that the Secretary review the report
for accuracy. The Secretary will decide
whether to correct the report within 30
days of the request. This time frame
may be extended for good cause. The
subject also may provide a statement
to the HIPDB, either directly or
through a designated representative,
that will permanently append the re-
port.

(c) Procedures for requesting a Secre-
tarial review. The subject must request,
in writing, that the Secretary of the
Department review the report for accu-
racy. The subject must return this re-
quest to the HIPDB along with appro-
priate materials that support the sub-
ject’s position. The Secretary will only
review the accuracy of the reported in-
formation, and will not consider the
merits or appropriateness of the action
or the due process that the subject re-
ceived.

(2) After the review,
retary—

(i) Concludes that the information is
accurate and reportable to the HIPDB,
the Secretary will inform the subject
and the HIPDB of the determination.
The Secretary will include a brief
statement (Secretarial Statement) in
the report that describes the basis for
the decision. The report will be re-
moved from ‘‘disputed status.”” The
HIPDB will distribute the corrected re-
port and statement(s) to previous
queriers (where identifiable), the re-
porting entity and the subject of the
report.

(ii) Concludes that the information
contained in the report is inaccurate,
the Secretary will inform the subject
of the determination and direct the
HIPDB or the reporting entity to re-
vise the report. The Secretary will in-
clude a brief statement (Secretarial
Statement) in the report describing the
findings. The HIPDB will distribute the
corrected report and statement (s) to

if the Sec-
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previous queriers (where identifiable),
the reporting entity and the subject of
the report.

(iii) Determines that the disputed
issues are outside the scope of the De-
partment’s review, the Secretary will
inform the subject and the HIPDB of
the determination. The Secretary will
include a brief statement (Secretarial
Statement) in the report describing the
findings. The report will be removed
from ‘‘disputed status.” The HIPDB
will distribute the report and the state-
ment(s) to previous queriers (where
identifiable), the reporting entity and
the subject of the report.

(iv) Determines that the adverse ac-
tion was not reportable and therefore
should be removed from the HIPDB,
the Secretary will inform the subject
and direct the HIPDB to void the re-
port. The HIPDB will distribute a no-
tice to previous queriers (where identi-
fiable), the reporting entity and the
subject of the report that the report
has been voided.

[64 FR 57758, Oct. 26, 1999, as amended at 64
FR 71041, Dec. 20, 1999]

§61.16 Immunity.

Individuals, entities or their author-
ized agents and the HIPDB shall not be
held liable in any civil action filed by
the subject of a report unless the indi-
vidual, entity or authorized agent sub-
mitting the report has actual knowl-
edge of the falsity of the information
contained in the report.

PART 63—GRANT PROGRAMS AD-
MINISTERED BY THE OFFICE OF
THE ASSISTANT SECRETARY FOR
PLANNING AND EVALUATION
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AUTHORITY: Sec. 602, Community Services
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Protection of human subjects.
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Principal investigators.

Dual compensation.

Fees to Federal employees.
Leasing facilities.

Publications.

Religious worship or instruction.

Subpart A—General

§63.1 Purpose and scope.

(a) Applicability. Except to the extent
inconsistent with an applicable Federal
statute the regulations in this part
apply to all grant awards of Federal as-
sistance made by the Assistant Sec-
retary for Planning and Evaluation or
his designee, hereinafter referred to in
this part as the Assistant Secretary.
Such grants include those under sec-
tion 232 of the Community Services Act
(42 U.S.C. 2835), section 1110 of the So-
cial Security Act (42 U.S.C. 1310), sec-
tion 392A of the Communications Act
of 1934, and such other authority as
may be delegated to the Assistant Sec-
retary for policy research activities.

(b) Ezxceptions to applicability. The
award and administration of contracts
and cooperative agreements by the As-
sistant Secretary shall not be covered
by this subchapter. Contracts entered
into by the Assistant Secretary shall
be subject to the regulations in 41 CFR
Chapters 1 and 3. Generally, the Assist-
ant Secretary will select between grant
and contract procedures and instru-
ments, both with regard to the solicita-
tion process and with respect to unso-
licited proposals, on the basis of cri-
teria set forth in the proposed revision
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of 41 CFR 3-1.53 published at 39 FR
27469 at any subsequent revision there-
of.

(c) Objectives—(1) Policy Research. The
overall objective of policy research ac-
tivities is to obtain information, as it
relates to the mission of the Depart-
ment of Health and Human Services,
about the basic causes of and methods
for preventing and eliminating poverty
and dependency and about improved
methods for delivering human re-
sources services. Such information is
obtained through the conduct of basic
and applied research, statistical anal-
yses, and demonstrations and evalua-
tions which have demonstrated a high
probability of impacting on the formu-
lation or modification of major Depart-
mental policies and programs.

(2) Telecommunications Demonstrations.
The overall objective of the Tele-
communications Demonstration Pro-
gram is to promote the development of
nonbroadcast telecommunications fa-
cilities and services for the trans-
mission, distribution, and delivery of
health, education, and social service
information.

[40 FR 23295, May 29, 1975, as amended at 42
FR 36149, July 13, 1977]

§63.2 Eligibility for award.

(a) Groups and organizations eligible.
Except where otherwise prohibited by
law, any public or nonprofit private
agency, institution, or organization
which is found by the Assistant Sec-
retary to be authorized and qualified
by educational, scientific, or other rel-
evant competence to carry out a pro-
posed project in accordance with the
regulations of this subchapter shall be
eligible to receive a grant under this
part.

(b) Project eligible—(1) Policy Research.
Any project found by the Assistant
Secretary to be a research, pilot, eval-
uation, or demonstration project with-
in the meaning of this section and §63.1
shall be eligible for an award. Eligible
projects may include planning, policy
modeling or research utilization stud-
ies; experiments; demonstrations; field
investigations; statistical data collec-
tions or analyses; or other types of in-
vestigation or studies, or combinations
thereof, and may either be limited to
one aspect of a problem or subject, or
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may consist of two or more related
problems or subjects for concurrent or
consecutive investigation and may in-
volve multiple disciplines, facilities,
and resources.

(2) Telecommunications Demonstrations.
Any projects which meet the special
criteria in §63.6(c) shall be eligible for
a telecommunications demonstration
grant.

[40 FR 23295, May 29, 1975, as amended at 42
FR 36149, July 13, 1977]

§63.3 Program announcements and so-
licitations.

(a) In each fiscal year the Assistant
Secretary may from time to time so-
licit applications through one or more
general or specialized program an-
nouncements. Such announcements
will be published in the FEDERAL REG-
ISTER as notices and will include:

(1) A clear statement of the type(s) of
applications requested;

(2) A specified plan, time(s) of appli-
cation, and criteria for reviewing and
approving applications;

(3) Any grant terms or conditions of
general applicability (other than those
set forth in this part) which are nec-
essary (i) to meet the statutory re-
quirements of applicable legislation,
(ii) to assure or protect the advance-
ment of the project, or (iii) to conserve
grant funds.

(b) Applications for grants: Any ap-
plicant eligible for grant assistance
may submit on or before such cutoff
date or dates as the Assistant Sec-
retary may announce in program so-
licitations, an application containing
such pertinent information and in ac-
cordance with the forms and instruc-
tions as prescribed herein and addi-
tional forms and instructions as may
be specified by the Assistant Secretary.
Such application shall be executed by
the applicant or an official or rep-
resentative of the applicant duly au-
thorized to make such application. The
Assistant Secretary may require any
party eligible for assistance under this
subchapter to submit a preliminary
proposal for review and approval prior
to the acceptance of an application
submitted under these provisions.

(c) All applications and preliminary
proposals should be addressed to:
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Grants Officer, Office of the Assistant Sec-
retary for Planning and Evaluation, De-
partment of Health and Human Services,
330 Independence Avenue, SW, Room 5027,
Washington, DC 20201.

§63.4 Cooperative arrangements.

(a) Eligible parties may enter into
cooperative arrangements with other
eligible parties, including those in an-
other State, to apply for assistance.

(b) A joint application made by two
or more applicants for assistance under
this subchapter may have separate
budgets corresponding to the programs,
services and activities performed by
each of the joint applicants or may
have a combined budget. If joint appli-
cations present separate budgets, the
Assistant Secretary may make sepa-
rate awards, or may award a single
grant authorizing separate amounts for
each of the joint applicants.

(c) In the case of each cooperative ar-
rangement authorized under paragraph
(a) of this section and receiving assist-
ance, except where the Assistant Sec-
retary makes separate awards under
paragraph (b) of this section all such
applicants (1) shall be deemed to be
joint legal recipients of the grant
award and (2) shall be jointly and sev-
erally responsible for administering
the project assisted under such grant.

§63.5 Effective date of approved grant.

Federal financial participation is
normally available only with respect to
obligations incurred subsequent to the
effective date of an approved project.
The effective date of the project will be
set forth in the notification of grant
award. Grantees may be reimbursed for
costs resulting from obligations in-
curred before the effective date of the
grant award if such costs are author-
ized by the Assistant Secretary in the
notification of grant award or subse-
quently in writing, and otherwise
would be allowable as costs of the
grant under the applicable regulations
and grant terms and conditions.

§63.6 Evaluation of applications.

(a) Review procedures. All applications
filed in accordance with §63.3 shall be
evaluated by the Assistant Secretary
through officers, employees, and such
experts or consultants engaged for this
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purpose as he/she determines are spe-
cially qualified in the areas of research
pursued by this office. The evaluation
criteria below will be supplemented
each fiscal year by a program an-
nouncement outlining priorities and
objectives for policy research, and by
other general or specialized solicita-
tions. Such supplements may modify
the criteria in paragraphs (b) and (c) of
this section to provide greater speci-
ficity or otherwise improve their appli-
cability to a given announcement or
solicitation.

(b) Criteria for evaluation of Policy Re-
search Projects. Review of applications
under paragraph (a) of this section will
take into account such factors as:

(1) Scientific merit and the signifi-
cance of the project in relation to pol-
icy objectives;

(2) Feasibility of the project;

(3) Soundness of research design, sta-
tistical technique, and procedures and
methodology;

(4) Theoretical and technical sound-
ness of the proposed plan of operation
including consideration of the extent
to which:

(1) The objectives of the proposed
project are sharply defined, clearly
stated, and capable of being attained
by the proposed procedures;

(i1) The objectives of the proposed
project show evidence of contributing
to the achievement of policy objec-
tives;

(iii) Provisions are made for adequate
evaluation of the effectiveness of the
project and for determining the extent
to which the objectives are accom-
plished; and

(iv) Appropriate provisions are made
for satisfactory inservice training con-
nected with project services.

(5) Expected potential for utilizing
the results of the proposed project in
other projects or programs for similar
purposes;

(6) Sufficiency of size, scope, and du-
ration of the project so as to secure
productive results;

(7) Adequacy of qualifications and ex-
perience, including managerial, of per-
sonnel;

(8) Adequacy of facilities and other
resources; and

(9) Reasonableness of estimated cost
in relation to anticipated results.
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(c) Criteria for evaluation of Tele-
communications Demonstrations Projects.
Review of applications for Tele-
communications Demonstrations
grants will take into account such fac-
tors as are listed in paragraphs (c) (1)
through (10) of this section. Each appli-
cant must include in the application,
prior to final evaluation by the Assist-
ant Secretary, documentation indi-
cating specifically and separately how
and to what extent each of these cri-
teria have been or will be met:

(1) That the project for which appli-
cation is made demonstrates innova-
tive methods or techniques of utilizing
nonbroadcast telecommunications
equipment or facilities to satisfy the
purpose of this authority;

(2) That the project will have original
research value which will demonstrate
to other potential users that such
methods or techniques are feasible and
cost-effective;

(3) That the services to be provided
are responsive to local needs as identi-
fied and assessed by the applicant;

(4) That the applicant has assessed
existing telecommunications facilities
(if any) in the proposed service area
and explored their use of interconnec-
tion in conjunction with the project;

(6) That there is significant local
commitment (e.g., evidence of support,
participation, and contribution by
local institutions and agencies) to the
proposed project, indicating that it ful-
fills local needs, and gives some prom-
ise that operational systems will result
from successful demonstrations and
will be supported by service recipients
or providers;

(6) That demonstrations and related
activities assisted under this section
will remain under the administration
and control of the applicant;

(7) That the applicant has the mana-
gerial and technical capability to carry
out the project for which the applica-
tion is made;

(8) That the facilities and equipment
acquired or developed pursuant to the
applications will be used substantially
for the transmission, distribution, and
delivery of health, education, or social
service information, and that use of
such facilities and equipment may be
shared among these and additional
public or other services;

§63.7

(9) That the provision has been made
to submit a summary and factual eval-
uation of the results of the demonstra-
tion at least annually for each year in
which funds are received, in the form of
a report suitable for dissemination to
groups representative of national
health, education, and social service
telecommunications interests; and,

(10) That the project has potential for
stimulating cooperation and sharing
among institutions and agencies, both
within and across disciplines.

(d) Applicant’s performance on prior
award. Where the applicant has pre-
viously received an award from the De-
partment of Health and Human Serv-
ices, the applicant’s compliance or
noncompliance with requirements ap-
plicable to such prior award as re-
flected in past written evaluation re-
ports, memoranda on performance, and
completeness of required submissions:
Provided, That in any case where the
Assistant Secretary proposes to deny
assistance based upon the applicant’s
noncompliance with requirements ap-
plicable to a prior award, he shall do so
only after affording the applicant rea-
sonable notice and an opportunity to
rebut the proposed basis for denial of
assistance.

[40 FR 23295, May 29, 1975, as amended at 42
FR 36149, July 13, 1977]

§63.7 Disposition of applications.

(a) Approval, disapproval, or deferral.
On the basis of the review of an appli-
cation pursuant to §63.6 the Assistant
Secretary will either (1) approve the
application in whole or in part, for
such amount of funds and subject to
such conditions as he/she deems nec-
essary or desirable for the completion
of the approved project, (2) disapprove
the application, or (3) defer action on
the application for such reasons as lack
of funds or a need for further review.

(b) Notification of disposition. The As-
sistant Secretary will notify the appli-
cant in writing of the disposition of its
application. A signed notification of
grant award will be issued to notify the
applicant of an approved project appli-
cation.
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§63.8 Supplemental regulations and

grant conditions.

(a) Grants under section 232 of the Com-
munity Services Act. (1) Any grants
awarded with funds appropriated under
section 232 of the Community Services
Act shall be subject to the following
regulations issued by the Director of
the Community Services Administra-
tion (formerly the Office of Economic

Opportunity):

45 CFR 1060.2 ......... (Income Poverty Guidelines.)

45 CFR 1060.3 ......... (Limitation on Benefits to Those Vol-
untarily Poor.)

45 CFR 1067.1 ......... (Suspension and Termination of As-
sistance.)

45 CFR 1068.6 ......... (Grantee Compliance with IRS Re-
quirements for Withheld Federal In-
come and Social Security Taxes.)

45 CFR 1069.1 ......... (Employee Participation in Direct Ac-
tion.)

45 CFR 1069.2 ......... (Limitations with Respect to Unlawful
Demonstrations, Rioting, and Civil
Disturbances.)

45 CFR 1070.1 ......... (Public Access to Grantee Informa-

tion.)

No other portions of Chapter X of this
title are applicable to such grants.

(2) Grants awarded with funds appro-
priated under section 232 of the Com-
munity Services Act shall also be sub-
ject to the applicable statutory re-
quirements in sections 242, 243, and 244,
and title VI of the Community Services
Act. The Assistant Secretary will ad-
vise grantees of the nature of these re-
quirements at or prior to the time of
award.

(3) In the event that any provision of
this part is inconsistent with a provi-
sion of law or a regulation referenced
in paragraphs (a)(1) and (2) of this sec-
tion with respect to any grant funded
under section 232 of the Community
Services Act, the provision of this part
shall, to the extent of any such incon-
sistency, not be effective.

(b) Grants under other statutory au-
thority. Grants awarded by the Assist-
ant Secretary may be subject to regu-
lations, other than those set forth in
this part, which have been issued under
the authority of statutes authorizing
particular awards. In such a case, that
fact will be set forth in the program
announcement soliciting applications
for such grants published in the FED-
ERAL REGISTER pursuant to §63.3.

(c) Other regulations applicable to
grants under this part. Federal financial
assistance provided under this part
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shall be subject to the following addi-
tional regulations except as otherwise
provided in this part:

(1) Part 74 of this title, establishing
uniform administrative requirements
and cost principles for grants by the
Department of Health and Human
Services.

(2) Part 80 of this title, effectuating
the provisions of title VI of the Civil
Rights Act of 1964; and

(3) Part 16 of this title, establishing a
Departmental Grant Appeals Board for
the resolution of specified post-award
grant disputes.

Subpart B—Financial Provisions

§63.16 Scope of subpart.

This subpart sets forth supplemental
financial provisions which apply to all
grants awarded by the Assistant Sec-
retary, except as specified in §63.23 of
this subpart.

[40 FR 23295, May 29, 1975, as amended at 42
FR 36149, July 13, 1977]

§63.17 Amount of award.

Federal assistance shall be provided
only to meet allowable costs incurred
by the award recipient in carrying out
an approved project in accordance with
the authorizing legislation and the reg-
ulations of this part.

§63.18 Limitations on costs.

The amount of the award shall be set
forth in the grant award document.
The total cost to the Government will
not exceed the amount set forth in the
grant award document or any modifica-
tion thereof approved by the Assistant
Secretary which meets the require-
ments of applicable statutes and regu-
lations. The Government shall not be
obligated to reimburse the grantee for
costs incurred in excess of such amount
unless and until the Assistant Sec-
retary has notified the grantee in writ-
ing that such amount has been in-
creased and has specified such in-
creased amount in a revised grant
award document. Such revised amount
shall thereupon constitute the max-
imum cost to the Government for the
performance of the grant.
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§63.19 Budget revisions and minor de-
viations.

Pursuant to §74.102(d) of this title,
paragraphs (b)(3) and (b)(4) of that sec-
tion are waived.

§63.20 Period during which grant
funds may be obligated.

(a) The amount of the grant award
shall remain available for obligation
by the grantee during the period speci-
fied in the grant award or until other-
wise terminated. Such period may be
extended by revision of the grant with
or without additional funds pursuant
to paragraph (b) of this section where
otherwise permitted by law.

(b) When it is determined that special
or unusual circumstances will delay
the completion of the project beyond
the period for obligation, the grantee
must in writing request the Assistant
Secretary to extend such period and
must indicate the reasons therefor.

§63.21 Obligation and liquidation by
grantee.

Obligations will be considered to
have been incurred by a grantee on the
basis of documentary evidence of bind-
ing commitments for the acquisition of
goods or property or for the perform-
ance of work, except that funds for per-
sonal services, for services performed
by public utilities, for travel, and for
the rental of facilities, shall be consid-
ered to have been obligated as of the
time such services were rendered, such
travel was performed, and such rented
facilities were used, respectively.

§63.22 Cost sharing.

Policy Research funds shall not be
used to pay any recipient of a grant for
the conduct of a research project an
amount equal to as much as the entire
cost of the project.

§63.23 Telecommunications Dem-

onstration Grants.

The provisions of this section apply
only to grants awarded under authority
of 392A of the Communications Act of
1934.

(a) Funds provided under the Tele-
communications Demonstrations Pro-
gram shall be available to support the
planning, development, and acquisition
or leasing of facilities and equipment
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necessary to the demonstration. How-
ever, funds shall not be available for
the construction, remodeling, or repair
of structures to house facilities or
equipment acquired or developed with
such funds, except that such funds may
be used for minor remodeling which is
necessary for and incident to the in-
stallation of such facilities or equip-
ment.

(b) Funds shall not be available for
the development of programming ma-
terials or content.

(c) The funding of any demonstration
under this authority shall continue for
not more than three years from the
date of the original grant or contract.

(1) Applications for assistance under
the Act may project goals and activi-
ties over a period of up to three years.
Approval of a multi-year project is in-
tended to offer the project a reasonable
degree of stability over time and to
facilitiate additional long range plan-
ning.

(2) Applications proposing a multi-
year project must be accompanied by
an explanation of the need for multi-
year support, an overview of the objec-
tives and activities proposed, and budg-
et estimates to attain these objectives
in any proposed subsequent year.

(3) Subject to the availability of
funds, an application for assistance to
continue a project during the project
period will be reviewed on a non-com-
petitive basis to determine—

(i) If the award recipient has com-
plied with the award terms and condi-
tions, the Act, and applicable regula-
tions;

(ii) The effectiveness of the project to
date in terms of progress toward its
goals, or the constructive changes pro-
posed as a result of the ongoing evalua-
tion of the project; and,

(iii) If continuation of the project
would be in the best interests of the
Government.

(d) The use of equipment in dem-
onstration projects shall be subject to
the rules and regulations of the Fed-
eral Communications Commission
(FCC), and grant funds may not be ex-
pended or obligated for purchase, lease,
or use of such equipment prior to ap-
propriate and necessary coordination
by the grantee with the Commission.
In particular:
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(1) For any project requiring a new or
modification of an existing authoriza-
tion(s) from the FCC, application(s) to
the FCC for such authorization(s) must
have been tendered for filing prior to
the closing date established by any so-
licitation for grant applications offered
under the Telecommunications Dem-
onstration Program.

(2) If the project is to be associated
with an existing telecommunications
activity requiring an FCC authoriza-
tion, such operating authority for that
activity must be current and valid.

(3) For any project requiring a new or
modification of an existing authoriza-
tion(s) from the FCC, the applicant
must file with the Secretary of Health
and Human Services a copy of each
FCC application and any amendments
thereto.

(4) For any project requiring a new or
modification of an existing authoriza-
tion(s) from the FCC, the applicant
must tender for filing with the FCC a
copy of the application to the Sec-
retary for a telecommunications dem-
onstration grant.

(5) If the applicant fails to file re-
quired applications by the closing date
established by the solicitation for
grant applications, or if the FCC re-
turns as substantially incomplete or
deficient, dismisses, or denies an appli-
cation required for the project, or any
part thereof, or for the operation of
any facility with which the project is
associated, the Secretary may return
the application for Federal assistance.

(e) For the purposes of this program,
the term ‘‘non-broadcast telecommuni-
cations facilities” includes but is not
limited to, cable television systems,
communications satellite systems and
related terminal equipment, and other
methods of transmitting, emitting, or
receiving images and sounds or intel-
ligence by means of wire, radio, opti-
cal, electromagnetic, and other means
(including non-broadcast utilization of
telecommunications equipment nor-
mally associated with broadcasting
use).

(f) Bach applicant shall provide such
information as the Assistant Secretary
deems necessary to make a Federal as-
sessment of the impact of the project
on the quality of the human environ-
ment in accordance with section
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102(2)(C) of the National Environmental
Policy Act of 1969 (including the Na-
tional Historical Preservation Act and
other environmental acts). (42 U.S.C.
4332(2)(C)).

[42 FR 36149, July 13, 1977]

Subpart C—Special Provisions

§63.30 Scope of subpart.

This subpart sets forth supplemental
special provisions which apply to all
grants awarded by the Assistant Sec-
retary.

§63.31 Protection of human subjects.

All grants made pursuant to this part
are subject to the specific provisions of
Part 46 of this subtitle relating to the
protection of human subjects.

§63.32 Data collection instruments.

(a) Definitions. For the purposes of
this section ‘‘Child” means an indi-
vidual who has not attained the legal
age of consent to participate in re-
search as determined under the appli-
cable law of the jurisdiction in which
such research is to be conducted.

‘“‘Data-collection instruments”
means tests, questionnaires, inven-
tories, interview schedules or guides,
rating scales, and survey plans or any
other forms which are used to collect
information on substantially identical
items from 10 or more respondents.

“Respondents” means individuals or
organizations from whom information
is collected.

(b) Applicability. This section does not
apply to instruments which deal solely
with (1) functions of technical pro-
ficiency, such as scholastic aptitude or
school achievement, or (2) routine de-
mographic information.

(c) Protection of privacy. (1) No project
supported under this part may involve
the use of data collection instruments
which constitute invasion of personal
privacy through inquiries regarding
such matters as religion, sex, race, or
politics.

(2) A grantee which proposes to use a
data collection instrument shall set
forth in the grant application an expla-
nation of the safeguards which will be
used to restrict the use and disclosure
of information so obtained to purposes
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directly connected with the project, in-
cluding provisions for the destruction
of such instruments where no longer
needed for the purposes of the project.

(d) Clearance of instruments. (1) Grant-
ees will not be required to submit data-
collection instruments to the Assistant
Secretary or obtain the Assistant Sec-
retary’s approval for the use of these
instruments, except where the notifica-
tion of grant award specifically so pro-
vides.

(2) If a grantee is required under
paragraph (d)(1) of this section to sub-
mit data-collection instruments for the
approval of the Assistant Secretary or
if a grantee wishes the Assistant Sec-
retary to review a data-collection in-
strument, the grantee shall submit
seven copies of the document to the As-
sistant Secretary along with seven cop-
ies of the Office of Management and
Budget’s standard form No. 83 and
seven copies of the Supporting State-
ment as required in the ‘“‘Instructions
for Requesting OMB Approval under
the Federal Reports Act” (Standard
form No. 83A).

(e) Responsibility for collection of infor-
mation. A grantee shall not in any way
represent or imply (either in a letter of
transmittal, in the data-gathering in-
struments themselves, or in any other
manner) that the information is being
collected by or for the Federal Govern-
ment or any department, agency or in-
strumentality thereof. Basic responsi-
bility for the study and the data-gath-
ering instruments rests with the grant-
ee.

(f) Parental consent. In the case of any
survey using data-collection instru-
ments in which children are involved
as respondents, the grantee, in addition
to observing the other requirements
contained in this section, and in Part
46 of this subtitle as appropriate, shall
provide assurances satisfactory to the
Assistant Secretary that informed con-
sent will be obtained from the parents
of each such respondent prior to the
use of such instruments, except that a
waiver from the requirements of this
paragraph for specific data-collection
activities may be granted upon the
written request by the grantee and a
determination by the Assistant Sec-
retary that a waiver is necessary in

§63.37

order to fully carry out the purposes of
the grant.

§63.33 Treatment of animals.

If animals are utilized in any project
receiving assistance, the applicant for
such assistance shall provide assur-
ances satisfactory to the Assistant
Secretary that such animals will be
provided with proper care and humane
treatment; in accordance with the Ani-
mal Welfare Act (7 U.S.C. 2131 et seq.)
and regulations set forth in (9 CFR
Parts 1, 2, 3, 4).

§63.34 Principal investigators.

The principal investigator(s) des-
ignated in successful grant applica-
tions as responsible for the conduct of
the approved project, shall not be re-
placed without the prior approval of
the Assistant Secretary or his des-
ignee. Failure to seek and acquire such
approval may result in the grant award
being terminated in accordance with
the procedures set forth in §74.114 of
this subtitle or such other regulations
as may be indicated in the grant terms
and conditions.

§63.35 Dual compensation.

If a project staff member or consult-
ant of one grantee is involved simulta-
neously in two or more projects sup-
ported by any funds either under this
part or otherwise, he/she may not be
compensated for more than 100 percent
of his/her time from any funds during
any part of the period of dual involve-
ment.

§63.36 Fees to Federal employees.

The grantee shall not use funds from
any sources to pay a fee to, or travel
expenses of, employees of the Federal
Government for lectures, attending
program functions, or any other activi-
ties in connection with the grant.

§63.37 Leasing facilities.

In the case of a project involving the
leasing of a facility, the grantee shall
demonstrate that it will have the right
to occupy, to operate, and, if nec-
essary, to maintain and improve the
leased facility during the proposed pe-
riod of the project.
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§63.38 Publications.

Any publication or presentation re-
sulting from or primarily related to
Federal financial assistance under this
part shall contain an acknowledgement
essentially as follows:

The activity which is the subject of this re-
port was supported in whole or part by a
grant from the Office of the Assistant Sec-
retary for Planning and Evaluation, Depart-
ment of Health and Human Services. How-
ever, the opinions expressed herein do not
necessarily reflect the position or policy of
that Office and no official endorsement by
that Office should be inferred.

§63.39 Religious worship or instruc-
tion.

Federal funds shall not be used for
the making of any payment for reli-
gious worship or instruction, or for the
construction, operation, or mainte-
nance of so much of any facility as is
used or to be used for sectarian in-
struction or as a place for religious in-
struction.

PART 73—STANDARDS OF
CONDUCT

Subpart A—General Provisions

Sec.

73.735-101 Purpose.
73.735-102 Definitions.
73.735-103 Applicability.

Subpart B—Responsibilities

73.735-201 Employees and supervisors.
73.735-202 Management officials.

Subpart C—Conduct on the Job

73.735-301 Courtesy and consideration for

others.
73.735-302
73.735-303
73.735-304
73.735-305
73.735-306
73.735-307

Support of department programs.
Use of government funds.

Use of government property.
Conduct in Federal buildings.
Sexual harassment.

Use of official information.

Subpart D—Financial Obligations
73.735-401 General provisions.

Subpart E—Gifts, Entertainment, and Favors

73.735-501 Prohibited acceptance of gifts, en-
tertainment, and favors.

73.735-502 Permissible acceptance of gifts,
entertainment, and favors.

45 CFR Subtitle A (10-1-08 Edition)
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APPENDIX B TO PART 73—CODE OF ETHICS FOR
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AUTHORITY: 5 U.S.C. 7301, 42 U.S.C. 216; E.O.
11222, 30 FR 6469; 5 CFR 735.101 et seq.

SOURCE: 46 FR 7369, Jan. 23, 1981, unless
otherwise noted.

Subpart A—General Provisions

§73.735-101 Purpose.

To assure that the business of the De-
partment of Health and Human Serv-
ices (HHS) is conducted effectively, ob-
jectively, and without improper influ-
ence or the appearance of improper in-
fluence, employees and special Govern-
ment employees must be persons of in-
tegrity and must observe high stand-
ards of honesty, impartiality, and be-
havior. They must not engage in any
conduct prejudicial to the Government

§73.735-103

and must avoid conflicts of private in-
terests with public duties and respon-
sibilities. In accord with these prin-
ciples, the regulations in this part are
issued to inform HHS employees and
special Government employees what
standards of conduct are expected of
them in performing their duties and
what activities are permitted or pro-
hibited both while they are employed
and after their employment with the
Department is ended.

§73.735-102

In this part:

(a) Employee means an officer or em-
ployee of HHS other than a special
Government employee and includes
Commissioned Officers of the Public
Health Service who are on active duty,
and individuals on assignment or detail
to HHS pursuant to the Intergovern-
mental Personnel Act (6 U.S.C. 3371-
3376). The term also includes HHS em-
ployees who are detailed to non-Fed-
eral or other Federal organizations. At
times the term ‘‘regular employee’’ is
used in place of ‘‘employee’ to make a
clear distinction between special Gov-
ernment employees and others em-
ployed by the Federal government.

(b) Special Government employee means
an individual who is retained, des-
ignated, appointed, or employed to per-
form temporary duties either on a full-
time or intermittent basis, with or
without compensation, for not to ex-
ceed 130 days during any period of 365
consecutive days.

(c) Person means an individual, a cor-
poration, a company, an association, a
firm, a partnership or any other orga-
nization.

(d) Former employee means a former
employee of HHS or former special
Government employee as defined in
paragraph (b) of this section.

(e) Principal Operating Component has
the meaning given to that term in the
Department’s General Administration
Manual. In addition, when used in
these regulations, it includes the Office
of the Secretary.

(f) Department means the Department
of Health and Human Services.

§73.735-103 Applicability.

(a) The regulations in this part apply
to all employees of the Department and

Definitions.
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to special Government employees to
the extent indicated in Subparts J and
K. They apply whether an employee is
on leave, including leave without pay,
or on duty.

(b) These regulations may be supple-
mented by regulations governing prin-
cipal operating components, or sub-
units of principal operating compo-
nents, provided the clearance and pub-
lication requirements for standards of
conduct regulations are met and ap-
proval is obtained from the Depart-
ment Ethics Counselor and the Assist-
ant Secretary for Personnel Adminis-
tration.

Subpart B—Responsibilities

§73.735-201 Employees
visors.

and super-

(a) Employees and special Govern-
ment employees shall be responsible
for observing all generally accepted
rules of conduct and the specific provi-
sions of law and the regulations of this
part that apply to them. They are re-
quired to become familiar with these
regulations and to exercise informed
judgments to avoid misconduct or con-
flicts of interest. They shall secure ap-
provals when required and file finan-
cial disclosure reports or statements in
accordance with the provisions of this
part. Failure to observe any of these
regulations may be cause for discipli-
nary action. Some of the provisions are
required by law and carry criminal
penalties which are in addition to any
disciplinary action which could be
taken. When employees have doubts
about any provision, they should con-
sult their supervisor, personnel office,
or the Department Ethics Counselor or
a deputy counselor.

(b) Supervisors, because of their day-
to-day relationships with employees,
are responsible to a large degree for
making sure high standards of conduct
are maintained. They must become fa-
miliar with the Department’s stand-
ards of conduct regulations and apply
the standards to the work they do and
supervise. Supervisors shall take suit-
able action, including disciplinary ac-
tion in accordance with Subpart L of
these regulations, when violations
occur.
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§73.735-202 Management officials.

(a) The Department has an obligation
to enforce the requirements of this
part in all respects and to help employ-
ees, special Government employees,
and supervisors carry out their respon-
sibilities to maintain high standards of
ethical conduct. This includes an obli-
gation for managers to provide infor-
mation and training concerning the
HHS conduct regulations, to provide
advice and guidance with respect to
them, and to review for possible con-
flicts of interest certain outside activi-
ties and financial interests of employ-
ees. The officials responsible for dis-
charging the Department’s oligations
in this regard are identified in para-
graphs (b) through (f) of this section.

(b) Department Ethics Counselor.
The Assistant General Counsel, Busi-
ness and Administrative Law Division,
shall be the Department Ethics Coun-
selor and shall serve as the Designated
Agency Official for matters arising
under the Ethics in Government Act of
1978, (Pub. L. 95-521). The responsibil-
ities of the Department Ethics Coun-
selor shall include:

(1) Rendering authoritative advice
and guidance on matters of general ap-
plicability under the standards of this
part and all other laws and regulations
governing employee conduct, with par-
ticular reference to conflicts of inter-
est matters.

(2) Coordinating the Department’s
counselling and training services re-
garding conflicts of interest and assur-
ing that employees of the Department
are kept informed of developments in
conflict of interest laws and other re-
lated matters of ethics.

(3) Receiving information on con-
flicts of interest and appearances of
conflicts of interest involving employ-
ees of the Department and forwarding
this information to the appropriate
management official, or the Inspector
General, as necessary, with his or her
legal evaluation of the matters ad-
dressed.

(4) Reviewing the financial disclosure
reports, requests for approval of out-
side activities, and similar reports filed
by Executive level officers, non-career
executives, deputy ethics counselors,
and Schedule C employees in the Office
of the Secretary for the purpose of
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identifying and resolving possible and
actual conflicts of interest.

(5) Maintaining liaison with the Of-
fice of Government Ethics.

(6) Advising management officials on
the resolution of conflicts of interest
by any of the remedies set forth in
§73.7356-904 of this part.

(7) Maintaining accurate and com-
plete documentation of all formal guid-
ance and advice regarding conflict of
interest matters subject to the provi-
sions of this part, except for routine or
repetitious cases where the guidance
given is not precedential.

(8) Maintaining and publishing from
time to time a list of those -cir-
cumstances or situations which have
resulted or may result in noncompli-
ance with conflict of interest laws or
regulations. [Section 206(b)(7), Pub. L.
95-521].

(9) Designating and training an ap-
propriate number of reviewing officials
to assist him or her in carrying out the
duties of the Designated Agency Offical
under the Ethics in Government Act.

(10) Maintaining effective lines of
communication with deputy ethics
counselors on all matters regarding
employee conduct and ethics.

(c) Deputy Ethics Counselors. Assist-
ant General Counsels and Regional At-
torneys are designated deputy ethics
counselors to assist the Department’s
Counselor in carrying out his or her re-
sponsibilities, particularly with re-
spect to employees in the organization
in which the deputy counselor serves.
Regional Attorneys shall provide such
assistance for all employees of the De-
partment in organizations for which
the Principal Regional Official pro-
vides personnel services.

(d) The Assistant Secretary for Per-
sonnel Administration shall be respon-
sible for developing and issuing proce-
dures and requirements for the imple-
mentation of these regulations and for
monitoring the application of such pro-
cedures and requirements throughout
the Department.

(e) Heads of Principal Operating
Components and the Assistant Sec-
retary for Management and Budget for
the Office of the Secretary shall be ul-
timately responsible for assuring that
persons who work for their respective
organizations comply with the stand-

§73.735-301

ards of this part. Their responsibilities
shall include:

(1) Designating officials to review
and approve outside activity requests
in accordance with §73.735-708 of this
part or statements of employment or
financial interests under §73.735-902. A
list of the officials designated for these
purposes shall be provided to the De-
partment Ethics Counselor and to the
Assistant Secretary for Personnel Ad-
ministration and shall be updated in
January and July of each year.

(2) Designating for the components of
his or her organization, other than
those for which a principal regional of-
ficial provides personnel services, one
or more individuals to oversee and co-
ordinate the administrative aspects of
these regulations. Responsibilities of
such a person include making sure each
employee or special government em-
ployee is provided a copy of these regu-
lations, or an appropriate summary
thereof; ensuring that training in the
requirements of the regulations is pro-
vided to supervisors and to new em-
ployees; providing for the distribution,
receipt, review and retention of finan-
cial interest reports and statements as
directed by the Department Ethics
Counselor and the Assistant Secretary
for Personnel Administration; sending
annual reminders as required; pro-
viding for a file of outside work re-
quests; giving information and assist-
ance to employees on a day-to-day
basis; and making available to employ-
ees the names and addresses of the De-
partment’s Ethics Counselor and dep-
uty ethics counselors.

(f) Principal Regional Officials
(PROs) shall designate one or more re-
gional employees to perform, for com-
ponents for which personnel services
are provided by the PROs, the respon-
sibilities in paragraph (e)(2) of this sec-
tion.

Subpart C—Conduct on the Job

§73.735-301 Courtesy and
ation for others.

(a) An employee’s conduct on the job
is, in all respects, of concern to the
Federal government. Courtesy, consid-
eration, and promptness in dealing
with the public must be shown in car-
rying out official responsibilities, and

consider-
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actions which deny the dignity of indi-
viduals or conduct which is disrespect-
ful to others must be avoided. Employ-
ees must recognize that inattention to
matters of common courtesy can ad-
versely affect the quality of service the
Department is responsible for pro-
viding. Where appropriate, courtesy to
the public should be included in the
standards for employee performance.

(b) Of equal importance is the re-
quirement that courtesy be shown in
day-by-day interaction with co-work-
ers. Employees shall be polite to and
considerate of other employees, and
shall respect their needs and concerns
in the work environment.

§73.735-302 Support
programs.

(a) When a Department program is
based on law, Executive Order or regu-
lation, every employee has a positive
obligation to make it function as effi-
ciently and economically as possible
and to support it as long as it is a part
of recognized public policy. An em-
ployee may, therefore, properly make
an address explaining and interpreting
such a program, citing its achieve-
ments, defending it against uninformed
or unjust criticism, or soliciting views
for improving it.

(b) An employee shall not, either di-
rectly or indirectly, use appropriated
funds to influence, or attempt to influ-
ence, a Member of Congress to favor or
oppose legislation. However, when au-
thorized by his or her supervisor, an
employee is not prohibited from:

(1) Testifying, on request, as a rep-
resentative of the Department on pend-
ing legislation or proposals before Con-
gressional Committees; or

(2) Assisting Congressional Commit-
tees in drafting bills or reports on re-
quest, when it is clear that the em-
ployee is serving solely as a technical
expert under the direction of com-
mittee leadership.

(c) All employees shall be familiar
with regulations and published instruc-
tions that relate to their official duties
and responsibilities and shall comply
with those directives. This includes
carrying out proper orders from offi-
cials authorized to give them.

(d) Employees are required to assist
the Inspector General and other inves-

of department
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tigative officials in the performance of
their duties or functions. This require-
ment includes the giving of statements
or evidence to investigators of the In-
spector General’s office or other HHS
investigators authorized to conduct in-
vestigations into potential violations.

§73.735-303 Use of government funds.

(a) An employee shall not:

(1) Improperly use official travel;

(2) Improperly use payroll and other
vouchers and documents on which Gov-
ernment payments are based;

(3) Take or fail to account for funds
with which the employee is entrusted
in his or her official position; or

(4) Take other Government funds for
personal use. Violation of these prohi-
bitions carry criminal penalties.

(b) In addition, employees shall avoid
wasteful actions or behavior in the per-
formance of their assigned duties.

§73.735-304 Use of government prop-
erty.

(a) An employee shall not directly or
indirectly use, or allow the use of, Gov-
ernment property of any kind, includ-
ing property leased to the Government,
for other than officially approved ac-
tivities. An Employee has a positive
duty to protect and conserve Govern-
ment property, including equipment,
supplies, and other property entrusted
or issued to him or her. For example:

(1) Only official documents and mate-
rials may be processed on Government
reproduction facilities. Both super-
visors and employees must assure that
this rule is strictly followed. (Excep-
tion for employee welfare and recre-
ation associations is stated in Chapter
25-10, General Administration Manual.
Exception for labor organizations is
stated in Personnel Instruction 711-1.)

(2) Employees may drive or use Gov-
ernment automobiles or aircraft only
on official business. Use of a Govern-
ment owned, leased, or rented vehicle
or aircraft for non-official purposes
may result in suspension for at least 30
days or removal from the Federal serv-
ice. 31 U.S.C. 638a.

Example: Normally, use of a Government
automobile by travel between home and
place of duty would not be considered official
business and could not be authorized. An ex-
ception to this rule might be appropriate in

184



Department of Health and Human Services

a situation where an employee is required to
leave early in the morning to attend a meet-
ing in a distant city, or to return late in the
day from such a meeting. Allowing the em-
ployee to drive a government car to his or
her home the night before in order to leave
from home, or to return to his or her home
in the evening upon completion of the trip is
permissible, provided the employee does not
use the car for any personal reason.

§73.735-305 Conduct in Federal build-
ings.

(a) An employee shall not participate
while on Government-owned or leased
property or while on duty for the Gov-
ernment, in any gambling activity in-
cluding the operation of a gambling de-
vice, in conducting a lottery or pool, in
a game for money or property, or in
selling or purchasing a numbers slip or
ticket.

(b) An employee shall not while in or
on Government-owned or leased prop-
erty or while on duty for the Govern-
ment solicit alms and contributions,
engage in commercial soliciting and
vending, display or distribute commer-
cial advertisements, or collect private
debts.

(c) The prohibitions in paragraphs (a)
and (b) of this section do not preclude:

(1) Activities necessitated by an em-
ployee’s law enforcement duties;

(2) Participation in Federally spon-
sored fund-raising activities conducted
pursuant to Executive Order 10927, or
similar HHS-approved activities; or

(3) Buying a lottery ticket at an au-
thorized State lottery outlet for a lot-
tery authorized by State law and con-
ducted by an agency of a State within
that State.

(d) General Services Administration
regulations on ‘Conduct on Federal
Property’’ apply to all property under
the control of the General Services Ad-
ministration, and they are also appli-
cable to all buildings and space under
the control of this Department. These
regulations prohibit, among other
things, gambling, being intoxicated,
and possession, distribution, or use of
narcotic or dangerous drugs on the
premises. The GSA regulations are
found in Subpart 101-20.3 of the GSA
Regulations, 41 CFR 101-20.3.

§73.735-307

§73.735-306 Sexual harassment.

Sexual harassment is deliberate un-
solicited verbal comments, gestures, or
physical contact of a sexual nature
which are unwelcome. Sexual harass-
ment is unacceptable conduct and is
expressly prohibited. In addition, su-
pervisors and managers are prohibited
from taking or promising personnel ac-
tions in exchange for sexual favors, or
failing to take an action because an
employee or applicant for employment,
refuses to engage in sexual conduct.
This same prohibition applies to rela-
tionships between Department per-
sonnel who take or recommend action
on a grant or contract and the grantee
or contractor. Those employees who
wish to file a complaint of sexual har-
assment should contact the Office of
Equal Employment Opportunity (EEO)
within their respective agencies for
guidance. (Time frames for pursuing a
charge alleging sexual harassment are
the same as for any other complaint
based on allegations of sex discrimina-
tion.)

§73.735-307
tion.

(a) The public interest requires that
certain information in the possession
of the Government be kept confiden-
tial, and released only with general or
specific authority under Department or
operating component regulations. Such
information may involve the national
security or be private, personal, or
business information which has been
furnished to the Government in con-
fidence. In addition, information in the
possession of the Government and not
generally available may not be used for
private gain. The following paragraphs
set forth the rules to be followed by
Department employees in handling in-
formation in official files or docu-
ments:

(1) Classified information. Employees
who have access to information which
is classified for security reasons in ac-
cordance with Executive Order 12065
are responsible for its custody and safe-
keeping, and for assuring that it is not
disclosed to unauthorized persons. See
the Department’s Security Manual,
Part 3 for details.

(2) Security and investigative informa-
tion. Security and investigative data

Use of official informa-
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received from Government agencies or
other sources for official use only with-
in the Department or developed under
a pledge of confidence is not to be di-
vulged to unauthorized persons or
agencies.

(3) Information obtained in confidence.
Certain Department units (e.g., Food
and Drug Administration, and the So-
cial Security Administration) obtain in
the course of their program activities
certain information from businesses or
individuals which they are forbidden by
law from disclosing. These statutory
prohibitions are found in 21 U.S.C. 331j,
and 18 U.S.C. 1905. Each employee is re-
sponsible for observing these laws.

(4) Use of information for private gain.
Government employees are sometimes
able to obtain information about some
action the Government is about to
take or some other matter which is not
generally known. Information of this
kind shall not be used by the employee
to further his or her or someone else’s
private financial or other interests.
Such a use of official information is
clearly a violation of a public trust.
Employees shall not, directly or indi-
rectly, make use of, or permit others to
make use of, for the purpose of fur-
thering any private interest, official
information not made available to the
general public.

(b) The Privacy Act provides crimi-
nal penalties for an employee who will-
fully discloses individually identifiable
information from records, disclosure of
which is prohibited by that Act. 5
U.S.C. bb2a(i).

Subpart D—Financial Obligations

§73.735-401 General provisions.

(a) The Department considers the in-
debtedness of its employees to be a
matter of their own concern. However,
employees shall not by failure to meet
their just financial obligations reflect
adversely on the Government as their
employer. Employees are expected to
pay each just financial obligation in a
proper and timely manner. A ‘“‘just fi-
nancial obligation’ is one acknowl-
edged by the employee or reduced to
judgment by a court, or one imposed by
law such as Federal, State, or local
taxes. “‘In a proper and timely man-
ner’”’ is a manner which the Depart-
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ment determines does not, under the
circumstances, reflect adversely on the
part of an employee in meeting his or
her financial obligations, particularly
those that relate to support of the em-
ployee’s family, to payment of Federal,
State, or local taxes, or to payments to
tax-supported institutions such as a
city or State hospital, or educational
institution. If for some reason an em-
ployee is unable to pay these obliga-
tions promptly, he or she is expected to
make satisfactory arrangements for
payment and abide by these arrange-
ments.

(b) Disciplinary action may be con-
sidered when an employee has handled
his or her financial affairs in such a
way that:

(1) Action on complaints received
from creditors requires the use of a
considerable amount of official time,
or

(2) It appears that financial difficul-
ties are impairing the employee’s effi-
ciency on the job, or

(3) Because of the employee’s finan-
cial irresponsibility, the attitude of the
general public toward the Department
may be adversely affected; and the em-
ployee after counseling does not make
arrangements to meet his or her finan-
cial obligations.

Subpart E—Gifts, Entertainment,
and Favors

§73.735-501 Prohibited acceptance of
gifts, entertainment, and favors.

(a) Except as provided in §§73.735-502
and 73.7356-506, an employee shall not
directly or indirectly solicit or accept
anything of monetary value, including
gifts, gratuities, favors, entertainment
or loans from a person who the em-
ployee knows, or should know because
of the nature of the employee’s work:

(1) Has, or is seeking to obtain, con-
tractual or other business or financial
relations with the employee’s principal
operating component, or sub-unit
thereof; or with a component of the De-
partment with respect to which the
employee has official duties;

(2) Conducts operations or activities
that are regulated by the employee’s
principal operating component, or sub-
unit thereof or by a component of the
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Department with respect to which the
employee has official duties; or

(3) Has interests that may be sub-
stantially affected by the performance
or non-performance of the employee’s
official duties.

(b) Employees may not designate a
person or an organization, including
charitable or non-profit organizations,
to accept any gift which an employee is
prohibited from accepting directly.

§73.735-502 Permissible acceptance of
gifts, entertainment, and favors.

(a) An employee may accept a gift,
gratuity, favor, entertainment, loan or
similar favor of monetary value which
stems from a family relationship such
as that between the employee and his
or her parents, spouse or children, if it
is clear that the relationship is the mo-
tivating factor.

(b) Loans from banks or other finan-
cial institutions may be accepted on
customary terms.

(¢) Unsolicited advertising or pro-
motional material such as pens, note
pads, calendars and similar items of
nominal intrinsic value may be accept-
ed.

(d) An employee may accept food or
refreshment of nominal value on infre-
quent occasions in the ordinary course
of a luncheon or dinner meeting or on
an inspection tour only if the employee
is properly in attendance and there is
not a reasonable opportunity to pay.

Example 1: Employee is on the premises of
Company participating in a meeting at a
normal mealtime. A representative of Com-
pany provides a meal for all meeting partici-
pants from a Company facility and there is
no established method for payment. Em-
ployee may accept.

Example 2: Employee is on the premises of
Company and he or she goes outside for
lunch with a representative of the Company.
The representative offers to pay the bill.
Since it is practical for the employee to pay
for his or her own meal, the employee may
not accept.

(e) An employee may also accept food
or refreshment of nominal value on in-
frequent occasions if the food and/or re-
freshment is offered to all participants
or attendees of a meeting or conven-
tion.

Example 1: During the course of a conven-
tion of a professional organization a lunch-
eon open to all attendees is sponsored by a

§73.735-503

corporation which conducts business with
the Department and the employee has offi-
cial dealings with representatives of the cor-
poration. The employee may attend the
luncheon.

§73.735-503 Criminal provisions relat-
ing to gifts, entertainment, and fa-
vors.

(a) The law provides criminal pen-
alties for whoever, directly or indi-
rectly:

(1) Receives or accepts anything of
value for or because of any official act
the employee has performed or will
perform; or

(2) Gives, offers or promises anything
of value for the performance of an offi-
cial act or to influence the perform-
ance of an official act. 18 USC 201.

(b) The law prohibits an employee
from receiving any salary or any con-
tribution to, or supplementation of, his
or her salary as compensation for serv-
ices as an officer or employee of the
Government from any source other
than the United States or any State,
county or municipality. This law does
not prohibit an employee from con-
tinuing to participate in a bona fide
pension, retirement, group life, health
or accident insurance, profit-sharing,
stock bonus or other employee welfare
or benefit plan maintained by a former
employer. 18 U.S.C. 209.

Example 1: A corporate executive is asked
to accept a position in the Department. The
corporation offers to continue to pay the ex-
ecutive the difference between his or her sal-
ary as a Government employee and that re-
ceived by an employee of the corporation.
Such payment would be considered to be
‘‘compensation for’” the employee’s Govern-
ment service and is prohibited.

Example 2: A corporate executive is asked
to accept a position in the Department. The
corporation proposes to pay him or her a spe-
cial severance payment in anticipation of
this or her serving in the Government. This
proposal would be prohibited because there is
no distinction between the proposed lump-
sum payment and the prohibited continu-
ation of salary payments described in the ex-
ample above.

Example 3: A corporate executive is asked
to accept a position in the Department. The
corporation has an established policy which
provides for an amount of severance pay to
be paid any departing executive and proposes
to make payment based on that policy when
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the executive leaves. The executive may ac-
cept the payment. Under these cir-
cumstances it is clear that the severance pay
is in payment for past services not in antici-
pation of the future services for the Govern-
ment.

§73.735-504 Gifts to official superiors.

An employee shall not solicit a con-
tribution from another employee for a
gift to an official superior, make a do-
nation as a gift to an official superior,
or accept a gift from an employee re-
ceiving less pay than himself or her-
self. 5 U.S.C. 7351. This section does not
prohibit a voluntary gift of nominal
value or donation in nominal amount
made on a special occasion such as
marriage, illness or retirement.

§73.735-505 Acceptance of awards and
prizes.

(a) Employees may accept awards, in-
cluding cash awards, given in recogni-
tion of a meritorious public contribu-
tion or achievement. However, if there
is any indication that the award may
improperly influence the employee in
the performance of his or her offical
duties, advice about the acceptance of
it should be sought from a deputy eth-
ics counselor. Also, an employee may
not accept an award from an organiza-
tion which the employee knows, or
should know, has a contractual or
other business arrangement with, or is
regulated by, the principal operating
component, or a sub-unit, in which he
or she is employed or with respect to
which the employee has official duties,
unless acceptance is approved by the
head of the employee’s principal oper-
ating component. The head of the com-
ponent may not approve acceptance
unless he or she is satisfied that no ac-
tual conflict of interest would result.

(b) Employees may generally accept
trophies, entertainment, rewards, and
prizes given to competitors in contests
or events which are open to the public.

(c) Employees may not accept gifts,
awards, decorations or other things of
value from a foreign government ex-
cept as provided in §73.735-506.

§73.735-506 Gifts and decorations
from foreign governments.

(a) An employee may not request or
otherwise encourage the tender of a
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gift or decorations from a foreign gov-
ernment or official thereof.

(b) An employee may accept from a
foreign government:

(1) A gift which is in the nature of
medical treatment or an educational
scholarship;

(2) A tangible gift of minimal value
tendered or received as a mark of cour-
tesy; (‘“‘Minimal value’ means a retail
value in the United States at the time
of acceptance of not more than one
hundred dollars, unless the Adminis-
trator of the General Services Adminis-
tration adjusts the value by regula-
tion.) or

(3) A tangible gift of more than mini-
mal value when it appears that to
refuse the gift would be likely to cause
offense or embarrassment or otherwise
adversely affect the foreign relations of
the United States. However, the ac-
ceptance of such a gift would be on be-
half of the United States and the gift
would become the property of the
United States. See the Department’s
General Administration Manual, Chap-
ter 20-25 for information regarding the
disposition of a gift accepted under
these circumstances.

(c) An employee may also accept
from a foreign government gifts of
travel or expenses for travel (such as
transportation, food and lodging) that
take place entirely outside the United
States and are of more than minimal
value, if such acceptance is consistent
with the interests of the United States
and is approved by the travel approving
authority in accordance with the De-
partment’s Travel Manual. See General
Administration Manual, Chapter 20-25
for a requirement to report such travel.

(d) An employee may accept, retain,
and wear a decoration tendered in rec-
ognition of active field service in time
of combat operations or awarded for
other outstanding or unusually meri-
torious performance, subject to the ap-
proval of the Secretary or his or her
designee.

(e) Members of an employee’s family
and household are also subject to the
regulations in this section. A member
of an employee’s family and household
is a relative by blood, marriage or
adoption who is a resident of the
household. However, if a member of an
employee’s family and household is
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employed by another agency of the
Government, the offer or acceptance of
a gift shall be treated under the regula-
tions of that agency.

(f) For purposes of this section ‘‘for-
eign government’’ means:

(1) Any unit of foreign government
authority including any foreign na-
tional, state, local and municipal gov-
ernment;

(2) Any international or multi-
national organization whose member-
ship is composed of any unit of foreign
government described in paragraph
(£)(1) of this section; or

(3) Any agent or representative of
any such unit or organization when
acting as such agent or representative.
(5 U.S.C. 7342)

§73.735-507 Acceptance of travel and
subsistence.

(a) Except as provided in paragraph
(b) of this section, employees may ac-
cept accommodations, subsistence, and
travel in cash or in kind in connection
with official travel for attendance at
meetings, conferences, training in non-
Governmental facilities or for per-
forming advisory services, if approved
in accordance with the provisions of
the HHS Travel Manual. (b U.S.C. 4111;
42 U.S.C. 3506)

(b) Employees may not accept ac-
commodations, subsistence, or travel
in cash or in kind in connection with
official travel from a non-Govern-
mental source with which they have of-
ficial dealings unless Government or
commercial travel and/or accommoda-
tions are not available. If travel and/or
subsistence is accepted for official
travel under these circumstances, such
acceptance and the basis for it must be
reported in writing to the Head of the
Principal Operating Component or As-
sistant Secretary for Management and
Budget for the Office of the Secretary.

§73.735-508

Employees shall avoid any action
whether or not specifically prohibited
by this part, which might result in or
create the appearance of:

(a) Using public office for private
gain;

(b) Giving preferential treatment to
any person;

Other prohibitions.

§73.735-601

(¢) Impeding Government efficiency
or economy;

(d) Losing complete independence or
impartiality in the performance of
their Government duties;

(e) Making a Government decision
outside official channels; or

(f) Affecting adversely the confidence
of the public in the integrity of the
Government.

Subpart F—Political Activity

§73.735-601 Applicability.

(a) All employees in the Executive
Branch of the Federal Government, in-
cluding non-career employees, are sub-
ject to basic political activity restric-
tions in subchapter III of chapter 73 of
title 5, United States Code (the former
Hatch Act) and Civil Service Rule IV.
Employees are individually responsible
for refraining from prohibited political
activity. Ignorance of a prohibition
does not excuse a violation. This sub-
part summarizes provisions of law and
regulation concerning political activ-
ity of employees. The Federal Per-
sonnel Manual and other publications
of the Office of Personnel Management
contain more detailed information on
this subject. These may be reviewed in
Department personnel offices, or will
be made available by the Ethics Coun-
selor, or the deputy counselor for the
employee’s organizational component.

(b) The Secretary and Under Sec-
retary are exempt from the prohibi-
tions concerning active participation
in political management and political
campaigns. Also exempt are other offi-
cials of the Department, except the In-
spector General and Deputy Inspector
General, who are appointed by the
President by and with the advice and
consent of the Senate, and who deter-
mine policies to be pursued by the
United States in the nationwide admin-
istration of Federal laws.

(c) Intermittent employees are sub-
ject to the restrictions when in active
duty status only and for the entire 24
hours of any day of actual employ-
ment.

(d) Employees on leave, on leave
without pay, or on furlough even
though an employee’s resignation has
been accepted, are subject to the re-
strictions. Separated employees who
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have received a lump-sum payment for
annual leave are not subject to the re-
striction during the period covered by
the lump-sum payment or thereafter,
provided they do not return to Federal
employment during that period. Em-
ployees are not permitted to take a
leave of absence to work with a polit-
ical candidate, committee, or organiza-
tion or to become a candidate for office
with the understanding that they will
resign their position if nominated or
elected.

(e) Employees are accountable for po-
litical activity by another person act-
ing as their agent or under the employ-
ee’s direction or control, if they are
thus accomplishing indirectly what
they may not lawfully do directly and
openly.

(f) Though officers in the Public
Health Service Commissioned Corps
are not subject to the restrictions in
Subchapter III of Chapter 73 of Title 5,
United States Code, the provisions of
this subpart apply to them.

§73.735-602 Permissible activities.

(a) Section 7324 of Title 5, United
States Code, provides that employees
have the right to vote as they please
and to express their opinions on polit-
ical subjects and candidates. Generally,
however, employees are prohibited
from taking an active part in political
management or political campaigns or
using official authority or influence to
interfere with an election or affect its
results. There are some exemptions
from the restrictions of the statute:

(1) Employees may engage in polit-
ical activity in connection with any
question not specifically identified
with a mnational or State political
party. They also may engage in polit-
ical activity in connection with an
election, if none of the candidates rep-
resents a party any of whose can-
didates for presidential elector re-
ceived votes at the last preceding elec-
tion at which presidential electors
were selected.

(2) An exception relates to political
campaigns within, or in communities
adjacent to, the District of Columbia,
or in communities the majority of
whose voters are employees of the Fed-
eral government. Communities to
which the exception applies are specifi-
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cally designated by the Office of Per-
sonnel Management. Information re-
garding the localities and the condi-
tions under which the exceptions are
granted may be obtained from per-
sonnel offices or the Department Coun-
selor or deputy counselors.

(b) A covered employee is permitted
to:

(1) Register and vote in any election;

(2) Express his or her opinion as an
individual citizen privately and pub-
licly on political subjects and can-
didates;

(3) Display a political picture, stick-
er, badge or button;

(4) Participate in the nonpartisan ac-
tivities of a civic, community, social,
labor, or professional organization, or
of a similar organization;

(5) Be a member of a political party
or other political organization and par-
ticipate in its activities to the extent
consistent with law;

(6) Attend a political convention,
rally, fund raising function; or other
political gathering;

(7) Sign a political petition as an in-
dividual citizen;

(8) Make a financial contribution to a
political party organization;

(9) Take an active part, as an inde-
pendent candidate, or support of an
independent candidate, in a partisan
election in localities identified as per-
missible for such activities by the Of-
fice of Personnel Management;

(10) Take an active part, as a can-
didate or in support of a candidate, in
a nonpartisan election;

(11) Be politically active in connec-
tion with a question which is not spe-
cifically identified with a political
party, such as a constitutional amend-
ment, referendum, approval of a mu-
nicipal ordinance or any other question
or issue of a similar character;

(12) Serve as an election judge or
clerk, or in a similar position to per-
form nonpartisan duties as prescribed
by State or local law; and

(13) Otherwise participate fully in
public affairs, except as prohibited by
law, in a manner which does not mate-
rially compromise his or her efficiency
or integrity as an employee or the neu-
trality, efficiency, or integrity of his or
her agency.
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(c) The head of a principal operating
component may prohibit or limit the
participation of an employee or class of
employees of his or her component in
an activity permitted by paragraph (b)
of this section, if participation in the
activity would interfere with the effi-
cient performance of official duties, or
create a conflict or apparent conflict of
interest.

§73.735-603 Prohibited activities.

(a) The following are prohibited ac-
tivities:

(1) Serving as an officer of a political
party, a member of a national, State or
local committee of a political party, an
officer or member of a committee of a
partisan political club, or being a can-
didate for any of these positions;

(2) Organizing or reorganizing a polit-
ical party organization or political
club;

(3) Directly or indirectly soliciting,
receiving, collecting, handling, dis-
bursing, or accounting for assessments,
contributions, or other funds for a par-
tisan political purpose or in connection
with a partisan election;

(4) Organizing, selling tickets to,
seeking support for, or actively partici-
pating in a fund-raising activity of, a
political party or political club;

(5) Taking an active part in man-
aging the political party campaign of a
candidate for public office or political
office;

(6) Being a candidate for, or cam-
paigning for, an elective public office,
except as permitted in §73.735-602(b)(9);

(7) Taking an active part in an orga-
nized solicitation of votes in support of
or in opposition to a candidate for pub-
lic office or political party office;

(8) Acting as recorder, watcher, chal-
lenger, or similar officer at the polls on
behalf of a political party or candidate
in a partisan election;

(9) Driving voters to the polls on be-
half of a political paty or a candidate
in a partisan election;

(10) Endorsing or opposing a can-
didate in a partisan election in a polit-
ical advertisement, a broadcast, cam-
paign literature, or similar material;

(11) Serving as a delegate, alternate,
or proxy to a political party conven-
tion;

§73.735-603

(12) Addressing a State or national
convention or caucus, or a rally or
similar gathering of a political party,
in support of or in opposition to a can-
didate for public or political party of-
fice, or on a partisan political question;
and

(13) Initiating or circulating a nomi-
nating petition for a candidate in a
partisan election.

(b) In addition, certain political ac-
tivities are prohibited by Federal
criminal law:

(1) Officers and employees may not
directly or indirectly solicit or receive,
or be in any way involved in soliciting
or receiving, any assessment, subscrip-
tion or contribution for any political
purpose whatever from another officer
or employee. This prohibition extends
to one who acts as a mere agent or
messenger for the purpose of turning
the contribution over to a political or-
ganization. 18 U.S.C. 602.

(2) All persons, whether employees or
not, are prohibited from soliciting in
any manner, or receiving a contribu-
tion of, money or a thing of value, in
any room or building occupied in the
discharge of official duties by any offi-
cer or employee of the United States.
18 U.S.C. 603. This prohibition extends
to the sending of a letter soliciting po-
litical contributions for delivery in a
Government building.

(3) No officer or employee may di-
rectly or indirectly give to any other
officer, employee or person in the serv-
ice of the United States, any money or
other thing of value to be applied to
the promotion of any political objec-
tive. 18 U.S.C. 607.

(4) Discrimination for giving or with-
holding any contribution for any polit-
ical purpose and discrimination based
on political influence or recommenda-
tions is prohibited.

(c) Various other laws prohibit cer-
tain activities in connection with po-
litical campaigns and elections. They
include:

(1) Intimidating, threatening, or co-
ercing voters in Federal elections (18
U.S.C. 594).

(2) Using official authority in inter-
fering with a Federal election by a per-
son employed in any administrative po-
sition by the United States or by any
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department, independent establish-
ment, or agency of the United States
or by any State, agency, or political
subdivision thereof in connection with
any activity financed in whole or in
part by Federal funds (18 U.S.C. 595).

(3) Promising Federal employment,
compensation, or any benefit from Fed-
eral funds, in return for political activ-
ity or support (18 U.S.C. 600).

(4) Depriving anyone of employment,
compensation, or any benefit derived
from Federal relief or work relief funds
on account of race, creed, color, or po-
litical activity (18 U.S.C. 601).

(5) Soliciting, assessing, or receiving
subscriptions or contributions for po-
litical purpose from anyone on Federal
relief or work relief (18 U.S.C. 604).

Subpart G—Outside Activities

§73.735-701 General provisions.

(a) Outside employment may be ap-
propriate when it will not adversely af-
fect performance of an employee’s offi-
cial duties and will not reflect dis-
credit on the Government or the De-
partment. Such work may include
civic, charitable, religious, and com-
munity undertakings. There are cer-
tain types of outside work, however,
which give rise to a real or apparent
conflict of interest. Some of these are
prohibited by law. Others are prohib-
ited by regulation, as discussed in
paragraph (b) of this section, or by cri-
teria developed by heads of operating
components for application within a
particular component. All of these pro-
visions are binding, but they do not
necessarily include all possible con-
flicts of interest. In all instances, good
judgment must be used to avoid a con-
flict between an employee’s Federal re-
sponsibilities and outside activities.

(b) An employee shall not engage in
outside employment or other outside
activity not compatible with the full
and proper discharge of the duties and
responsibilities of his or her Govern-
ment employment whether or not in
violation of any specific provision of
law. Incompatible activities include,
but are not limited to:

(1) Acceptance of a fee, compensa-
tion, gift, payment of expense, or any
other thing of monetary value in any
circumstances in which acceptance
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may result in, or create the appearance
of, conflicts of interest;

(2) Outside employment which tends
to impair the employee’s mental or
physical capacity to perform Govern-
ment duties and responsibilities in an
acceptable manner;

(3) Work which identifies the Depart-
ment or any employee in his or her of-
ficial capacity with any organization
commercializing products relating to
work conducted by the Department, or
with any commercial advertising mat-
ter, or work performed under such cir-
cumstances as to give the impression
that it is an official act of the Depart-
ment or represents an official point of
view;

(4) Outside work or activity that
takes the employee’s time and atten-
tion during his official work hours.

(c) An employee shall not receive any
salary or anything of monetary value
from a private source as compensation
for services to the Government. For ex-
ample, a Department employee may be
called upon, as a part of his or her offi-
cial duties, to participate in a profes-
sional meeting sponsored by a non-
Government organization, or to con-
tribute a paper or other writing pre-
pared on official time for publication
under non-Government auspices. The
employee must not accept an hono-
rarium or fee for such services, even
though the organization accepting the
service customarily makes such a pay-
ment to those who participate. Nor
may the employee accept a contribu-
tion to some charity, educational insti-
tution, or the like, in appreciation of
the services furnished by the Depart-
ment employee who cannot accept the
usual payment. All offers to make such
a contribution must be refused. Any
employee with whom such a question is
raised shall explain that the service in-
volved was provided as an official ac-
tion of the Department and is author-
ized by law. Under these cir-
cumstances, it is inappropriate for any
payment to be made, even indirectly
and to a third party, for services which
are furnished without charge by the
Government.

(d) Other than as provided in para-
graph (c) of this section, employees
may receive compensation or other
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things of monetary value for any lec-
ture, discussion, writing or appearance
the subject matter of which is in part
devoted to the responsibility, programs
or operations of the Department so
long as the activity is undertaken in a
personal capacity, is not performed as
official duty, is not done while on offi-
cial time, and does not create a con-
flict of interest or appearance of con-
flict of interest. However, such activi-
ties are considered outside employ-
ment and may be undertaken only as
provided in this subpart.

(e) This section does not restrict the
acceptance of compensation or other
things of monetary value for any lec-
ture, discussion, writing or appearance,
the subject matter of which is not de-
voted to the responsibilities, programs,
or operations of the Department and
which are undertaken in a private ca-
pacity and in accordance with §§73.735—
704, 73.735-705, or 73.735-706.

(f) Federal law limits the amount of
honorarium that may be paid any em-
ployee for any one speech, writing or
appearance to $2,000.00 (not to include
amounts for actual travel and subsist-
ence expenses for the employee and his
or her spouse) and an aggregate of
$25,000.00 in any calendar year. This
limitation applies to such activities
whether or not the subject matter is
related to the responsibilities, pro-
grams or operations of the Depart-
ment. (2 U.S.C. 441i) The term ‘‘hono-
rarium’” means payment of money or
other thing of value whether made gra-
tuitously or as a fee for an appearance,
speech or article but does not include
salary or compensation made for serv-
ices rendered on a continuing basis,
such as for teaching, or as proceeds
from the sale of a book or similar un-
dertaking.

(g) An employee who is a Presidential
appointee covered by section 401(a) of
Executive Order 11222 shall not receive
compensation or anything of monetary
value for any consultation, lecture, dis-
cussion, writing or appearance, the
subject matter of which is devoted sub-
stantially to the responsibilities, pro-
grams, or operations of his or her com-
ponent, or which draws substantially
on official data or ideas which have not
or will not on request become public
information.

§73.735-702

(h) Application of these general pro-
visions to some specific activities is
discussed below.

§73.735-702 Criminal prohibitions on
outside activities.

(a) An employee may not, with or
without compensation, represent an-
other before any Government agency,
court or commission in connection
with any proceeding, application, re-
quest for a ruling, contract, claim or
other particular matter in which the
United States is a party or has a direct
and substantial interest. (18 U.S.C. 203
and 205)

(b) An employee may not act as
agent or attorney for anyone else in
prosecuting any claim against the
United States (18 U.S.C. 205).

(c) As an exception to the above, if it
is not inconsistent with the perform-
ance of his or her duties, an employee
may act without compensation as an
agent or attorney for another em-
ployee, or a person under active consid-
eration for Federal employment, who is
the subject of disciplinary, loyalty, or
other personnel administration pro-
ceedings in connection with those pro-
ceedings at the administrative level.
For example, an employee may rep-
resent another employee who is the
subject of disciplinary action, or the
complainant in a discrimination pro-
ceeding, at all stages within the De-
partment and before the Merit Systems
Protection Board or Equal Employ-
ment Opportunity Commission but not
in Federal Court. It would be incon-
sistent with the performance of official
duties for a supervisor to represent
subordinate employees.

(d) The law and these regulations do
not prohibit an employee from acting,
with or without compensation, as
agent or attorney for his or her par-
ents, spouse, child or any person for
whom, or estate for which, he or she is
acting as fiduciary provided that the
head of the principal operating compo-
nent or his or her designee approve.
Such approval, if granted, must be
granted in accordance with the proce-
dures for approval of outside activity.
However, the employee may not do so
if the particular matter is one in which
he or she has participated personally
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and substantially or which is his or her
official responsibility. (18 U.S.C. 205).

§73.735-703 Statutory prohibitions re-
lated to employment by a foreign
government.

Employees, including officers in the
Public Health Service (PHS) Commis-
sioned Corps and retired officers of the
Regular Commissioned Corps of the
PHS, may not, without the consent of
Congress, be employed by a foreign
government or agency of a foreign gov-
ernment (Art. I, Sec. 9, U.S. Const.).
Congress has consented to such em-
ployment by Reserve Commissioned Of-
ficers of the PHS not on active duty
and by Retired Regular Commissioned
Officers (37 U.S.C. 801, note) if approved
under regulations of the Department of
State. 22 CFR part 3a.

§73.735-704 Professional and consult-
ative services.

(a) Employees may engage in outside
professional or consultative work only
after meeting certain conditions. Ex-
cept as provided in §§73.735-705 and
73.735-706 for activities discussed in
those sections, the conditions which
must be met are:

(1) The work is not to be rendered,
with or without compensation, to orga-
nizations, institutions, or state or local
governments with which the official
duties of the employee are directly re-
lated, or indirectly related if the indi-
rect relationship is significant enough
to cause the existence of conflict or ap-
parent conflict of interest; or

(2) The work is not to be rendered for
compensation to help a person, institu-
tion, or government unit prepare or aid
in the preparation of grant applica-
tions, contract proposals, program re-
ports, and other material which are de-
signed to become the subject of deal-
ings between the institutions or gov-
ernment units and the Federal Govern-
ment. All requests to perform consult-
ative services, either compensated or
uncompensated, for institutions or gov-
ernment units which have recently ne-
gotiated or may in the near future seek
a contract or grant from this Depart-
ment must be carefully appraised to
avoid any conflict or apparent conflict
of interest.
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(b) Advance administrative approval
in accordance with §73.735-708 of this
subpart must be obtained. Such ap-
proval is required whether or not the
services are for compensation, and
whether or not related to the employ-
ee’s official duties.

(c) For the purpose of this section,
“professional and consultative work”
is performance of work requiring
knowledge of an advanced type in a
field of science or learning customarily
acquired by a course of specialized in-
struction and study in an institution of
higher education, or hospital which re-
quires the exercise of judgment and
discretion in its performance and is
primarily intellectual in nature as op-
posed to manual, mechanical or phys-
ical work.

(d) Membership on a Board of Direc-
tors, Board of Regents, Board of Trust-
ees, Planning Commission, Advisory
Council or Committee, or on any simi-
lar body which provides advice, coun-
sel, or consultation, shall be considered
outside consultative services for which
advance administrative approval is re-
quired.

§73.735-705 Writing and editing.

(a) Employees are encouraged to en-
gage in outside writing and editing
whether or not done for compensation,
when such activity is not otherwise
prohibited. Such writing and editing,
though not a part of official duties,
may be on a directly related subject or
entirely unrelated. Certain conditions
must be met in either case, however,
and certain clearances or approvals are
prescribed according to the content of
the material as set forth in paragraphs
(b) through (e) of this section.

(b) Conditions applying to writing
and editing done not as a part of offi-
cial duties.

(1) The following conditions shall
apply to all writing and editing wheth-
er related or unrelated to the employ-
ee’s official duties:

(i) Government-financed time or sup-
plies shall not be used by the author or
by other Government employees in
connection with the activity; and

(ii) Official support must not be ex-
pressed or implied in the material
itself or advertising or promotional
material, including book jackets and

194



Department of Health and Human Services

covers, relating to the employee and
his or her contribution to the publica-
tion.

(2) If the writing or editing activity
is unrelated to the employee’s official
duties or other responsibilities and pro-
grams of the Federal government, the
employee must:

(i) Make no mention of his or her of-
ficial title or affiliation with the De-
partment, or

(ii) Use his or her official title or af-
filiation with the Department in a way
that will not suggest or convey official
endorsement of the work.

(3) If the writing or editing activity
is related to the employee’s official du-
ties or other responsibilities and pro-
grams of the Federal government, the
employee must:

(i) Make no mention of his or her of-
ficial title or affiliation with the De-
partment, or

(ii) Use his or her official title or af-
filiation with the Department and a
disclaimer as provided in paragraph (c)
of this section, or

(iii) Submit the material for clear-
ance within the operating component,
under procedures established by the
component. When clearance is denied
at any lower level, the employee shall
have recourse for review up to the head
of the principal operating component.
This clearance will show there are no
official objections to the activity and
the employee may then use his or her
official title or affiliation with the De-
partment usually without a disclaimer.

(c) Disclaimers. (1) Except where the
requirement for disclaimer is waived as
a result of official clearance, dis-
claimers shall be used in all writing
and editing related to the employee’s
official duties or other responsibilities
and programs of the Federal govern-
ment:

(i) In which the employee identifies
himself or herself by official title or af-
filiation with the Department, or

(ii) When the prominence of the em-
ployee or the employee’s position
might lead the public to associate him
or her with the Department, even with-
out identification other than name.

(2) Disclaimers shall read as follows
unless a different wording is approved
by the Assistant General Counsel,
Business and Administrative Law Divi-

§73.735-706

sion, Office of the General Counsel:
“This (article, book, etc.) was (written,
edited) by (employee’s name) in (his or
her) private capacity. No official
suport or endorsement by (name of op-
erating component or of Department)
is intended or should be inferred.”

(d) Advance approval. Advance ap-
proval is required in accordance with
§73.735-708 of this subpart when one or
more of the following conditions apply:

(1) Any Government information is
used which is not available on request
to persons outside the Government;

(2) Material is written or edited
which pertains to subject matter di-
rectly related to an employee’s official
duties; (This includes editing for sci-
entific or professional journals which is
related to his or her official duties.)

(3) Material is written or edited
which pertains to any Government-
sponsored research or other studies for
which clinical case records or other
material of a confidential nature are
used or to which access is limited for
persons outside the Government. Such
use will not be permitted unless made
under safeguards established by the op-
erating component to retain the con-
fidentiality of the material, and such
use is determined to be in the public
interest.

§73.735-706 Teaching,
speechmaking.

lecturing, and

(a) Employees are encouraged to en-
gage in teaching and lecturing activi-
ties which are not part of their official
duties when certain conditions are
met. These conditions, which apply to
outside teaching and lecturing (includ-
ing giving single addresses such as
commencement and Memorial Day
speeches) whether or not done for com-
pensation, are:

(1) No Government-financed time, or
Government supplies not otherwise
available to the public, are used in con-
nection with such activity;

(2) Government travel or per diem
funds are not used for the sole purpose
of obtaining or performing such teach-
ing or lecturing;

(3) Such teaching or lecturing is not
dependent on specific information
which would not otherwise be available
to the public;
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(4) Teaching, lecturing, or writing
may not be for the purpose of the spe-
cial preparation of a person or class of
persons for an examination of the Of-
fice of Personnel Management or Board
of Examiners for the Foreign Service,
that depends on information obtained
as a result of the employee’s Govern-
ment employment, except when that
information has been made available to
the general public or will be made
available on request;

(5) Such activities do not involve
knowingly instructing persons on deal-
ing with particular matters pending be-
fore Government organizations with
which the employee is associated in an
official capacity;

(6) Advance approval is obtained
when required by paragraph (b) of this
section.

(b) Advance approval. Advance ap-
proval must be obtained in accordance
with §73.735-708 of this subpart before
an employee may:

(1) Teach or lecture for an institution
which has or is likely to have official
dealings with the bureau or comparable
organizational unit in which he or she
is employed;

(2) Use, for teaching or lecturing pur-
poses, clinical case records or other
material of a confidential nature or to
which access is limited for persons out-
side the Government. Such use will not
be permitted unless made under safe-
guards established by the operating
component to retain the confiden-
tiality of the material, and such use is
determined to be in the public interest.

§73.735-707 Holding office in profes-
sional societies.

(a) Employees may be members of
professional societies and be elected or
appointed to office in such a society.
Activity in professional associations is
generally desirable from the point of
view of both the Department and the
employee. Employees shall avoid, how-
ever, any real or apparent conflict of
interest in connection with such mem-
bership. For example, they must not:

(1) Directly or indirectly commit the
Department or any portion of it on any
matter unless such action is taken in
an official capacity;

(2) Permit their names to be attached
to documents the distribution of which
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would be likely to embarrass the De-
partment; or

(3) Serve in capacities involving
them as representatives of non-Govern-
ment organizations in dealing with the
Government.

(b) In undertaking any office or func-
tion beyond ordinary membership in a
professional association, a Department
employee must obtain advance ap-
proval in accordance with §73.735-708 of
this subpart in any situation in which
his or her responsibilities as an officer
would relate to his or her official du-
ties or would create a real or apparent
conflict of interest with responsibil-
ities as a Department employee. For
example, advance administrative ap-
proval must be obtained:

(1) Before an employee who is respon-
sible for review and approval of grants
or contracts, or is in a supervisory po-
sition over those who conduct review
and approval, may hold office, or be a
trustee or member of the governing
board, or the chairman or member of a
committee, in any organization which
has or is seeking a grant or contract
with the bureau or comparable organi-
zational unit in which he or she is em-
ployed;

(2) Before an employee may hold of-
fice in an organization which custom-
arily expresses publicly views on mat-
ters of legislative or administrative
policy within the specific areas of con-
cern to the Department.

§73.735-708 Administrative approval
of certain outside activities.

(a) Scope. As specified in §73.735-704
through 707, an employee is required to
obtain advance administrative ap-
proval to engage in the following out-
side activities:

(1) Certain writing or editing activi-
ties;

(2) Certain types of teaching and lec-
turing;

(3) All professional and consultative
services;

(4) Any other outside activity for
which the head of a principal operating
component or the head of a sub-unit of
a principal operating component im-
poses internal requirements for admin-
istrative approval; and

(5) Certain office-holding activities in
professional societies.
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(b) Requests for Administrative Ap-
proval. An employee seeking to engage
in any of the activities for which ad-
vance approval is required shall make
a written request for administrative
approval a reasonable time before be-
ginning the activity. (See §73.735—
202(e)(1)). This request should be di-
rected to the employee’s supervisor
who will forward it to the official au-
thorized to approve outside work re-
quests for the employee’s component.
The request should include the fol-
lowing information:

(1) Employee’s name, position title,
grade or rank;

(2) Nature of the activity, fully de-
scribing the specific duties or services
for which approval is requested;

(3) Name and business of person or
organization for which work will be
done, or statement that work will be
self-employment. If self-employment,
employee must state whether activity
will be conducted alone or with part-
ners;

(4) Place where work will be per-
formed;

(5) Estimated total time to be de-
voted to activity. If on a continuing
basis, indicate estimated time per year
and the anticipated termination date;

(6) Whether services can be per-
formed entirely outside of usual duty
hours. If not, the estimated number of
hours absent from work should be indi-
cated;

(7) Method or basis of compensation
if any (e.g., fee, per diem, per annum,
or other).

(8) Where an employee seeks approval
to provide consultative or professional
services to organizations including
governments which have been awarded
or may apply for a Federal grant or
contract, the request shall also include
full details on any aspect of the profes-
sional and consultative services which
could relate in any way, either directly
or indirectly, to grant applications,
contract proposals, program reports,
and other material which are designed
to become the subject of dealings be-
tween the grantee or contractor and
the Government. (See §73.7356-704(a)(2))

(c) The Department Ethics Counselor
will review and approve outside work
requests for Executive level officers,
non-career executives, deputy ethics

§73.735-710

counselors, and Schedule C employees
in the Office of the Secretary.

(d) Granting Approval of Certain Ac-
tivities. The approving official shall re-
view each request submitted under
paragraph (b) of this section, and ap-
praise each request on the basis of the
standards of this part and all other ap-
plicable laws, regulations or internal
rules of the principal operating compo-
nent or sub-unit thereof. He or she
should consult with a deputy ethics
counselor or the Department Ethics
Counselor in all cases that raise a dif-
ficult or novel question of law or fact.
The approving official shall approve or
disapprove each request and commu-
nicate his or her decision in writing to
the employee.

§73.735-709 Annual reporting of out-
side activities.

By September 10 of each year the ap-
proving official shall require a report
from each person for whom outside
work has been approved during the
past year. The report shall show:

(a) For the 12 months just past (end-
ing August 31):

(1) Whether the anticipated work was
actually performed for the person or
organization named in the request for
approval;

(2) Actual amount of time spent on
the activity.

(b) For the forthcoming 12 months
(ending August 31):

(1) Whether it is anticipated that the
outside work will continue;

(2) Whether any change is anticipated
with respect to information supplied in
accordance with the original request
on which approval was based.

§73.735-710 Maintenance of records.

The official responsible for the ad-
ministrative aspects of these regula-
tions (§73.735-202) shall make provi-
sions for the retention and filing of re-
quests for approval of outside work (or
copies of such requests), a copy of the
notification of approval or disapproval,
and the annual report.
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Subpart H—Financial Interest

§73.735-801 Participation in matters
affecting a personal financial inter-
est.

(a) An employee shall not participate
personally and substantially as a Gov-
ernment employee in a matter in which
any of the following individuals or or-
ganizations has a financial interest:

(1) The employee;

(2) The employee’s spouse;

(3) The employee’s minor child;

(4) An organization in which the em-
ployee serves as an officer, director,
trustee, partner, or employee; or

(5) A person or organization with
which the employee is negotiating for
prospective employment or has an ar-
rangement for prospective employ-
ment. Criminal penalties may be im-
posed under 18 U.S.C. 208 for violations
of the prohibition.

(b) Applying the provision of 18
U.S.C. 208:

(1) A ““financial interest’” is any in-
terest of monetary value which may be
directly and predictably affected by
the official action of an employee.
There is no minimum amount of value
or control that constitutes a financial
interest.

Example 1: An employee owns a single
share of stock in a widely-held corporation.
If the corporation is likely to be affected by
a matter in which the employee participates
as a Government official, the employee may
violate 18 U.S.C. 208.

Example 2: An employee has a paid part-
time position with a non-federal organiza-
tion. If the organization is likely to be af-
fected by a matter in which the employee
participates as a Government official, the
employee would violate 18 U.S.C. 208.

(2) The prohibition of 18 U.S.C. 208
applies to personal and substantial in-
volvement by an employee in a matter,
exercised through decision, approval,
disapproval, recommendation, inves-
tigation, giving advice, or other sig-
nificant effort regarding the matter.

Example 1: An employee is a member of a
panel that evaluates proposals for contracts
and makes recommendations as to their
award. If the employee’s spouse owns stock
in a company which submits a proposal that
is reviewed by the panel, the employee would
violate 18 U.S.C. 208 even though the panel
recommendation may be rejected by the con-
tracting officer.
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Example 2: An employee is on a leave of ab-
sence from a university. He or she would vio-
late 18 U.S.C. 208 by participating in the
drafting of regulations which would have a
‘‘direct and predictable effect’” upon univer-
sities in general and, therefore, upon the em-
ployee’s university.

(3) An employee must know that the
financial interest exists in order to vio-
late 18 U.S.C. 208.

Example: An employee inherited a bene-
ficial interest in a trust. He or she does not,
however, have actual knowledge of the spe-
cific property held by the trustee. If the
trust contains stock in a corporation which
may be affected by the employee’s official
actions, he or she would not violate 18 U.S.C.
208 in taking official action affecting the
corporation.

(4) Negotiation for prospective em-
ployment includes both an indication
of interest on the part of the employee
in working for an organization and an
affirmative action on the part of the
organization to show consideration of
the employee.

Example 1: An employee of the Department
sends resumes and cover letters to fifty pro-
spective employers, all of whom regularly
have dealings with HHS. Forty employers do
not respond; however, ten respond with cor-
dial form letters stating that the employee’s
resume will be retained for future reference.
For purposes of the 18 U.S.C. 208 prohibition,
the employee is negotiating for prospective
employment at the time he or she sends re-
sumes.

Example 2: At a site visit to a grantee insti-
tution, an employee who is officially respon-
sible for a grant to that institution informs
an officer of the institution that he or she is
seeking a new position outside HHS. The
grantee subsequently makes a conditional
offer of employment to the employee who
promptly responds by asking for an oppor-
tunity to discuss salary and related matters.
Under these circumstances, a negotiation for
prospective employment is underway.

(c) An employee may obtain approval
to participate in his or her official ca-
pacity in a matter in which he or she
has a direct or indirect financial inter-
est, if the interest is not so substantial
as to affect the integrity of his or her
official duties. An employee who be-
lieves that such participation is war-
ranted should follow the procedures in
§73.735-804.

(d) An employee convicted of vio-
lating 18 U.S.C. 208 may be fined up to
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$10,000, or imprisoned up to two years,
or both.

§73.735-802
tions.

(a) Basic prohibition of Executive Order
11222. (1) An employee shall not have a
direct or indirect financial interest
that conflicts substantially, or appears
to conflict substantially, with his or
her duties as a Federal employee.

(2) An employee need not have a fi-
nancial interest that actually conflicts
with his or her duties to violate the
prohibition of E.O. 11222. Any financial
interest that could reasonably be
viewed as an interest which might
compromise the employee’s integrity,
whether or not this is in fact true, is
subject to this prohibition.

(3) Except as provided in §73.735-802
(b) and (c), an employee who has an in-
direct financial interest in a business
entity through the ownership of shares
in a widely-held mutual fund or other
regulated investment company will not
violate E.O. 11222. Stocks in business
entities held by an intermediary such
as a mutual fund are generally too re-
mote or inconsequential to affect the
integrity of an employee’s services.

(b) Employees in regulatory activities.
(1) An employee who is working in a
regulatory activity shall not have a fi-
nancial interest in any company whose
business activities are subject to the
regulations of the particular activity
with which the employee is associated,
unless the regulated activities of the
company are an insignificant part of
its total business operations.

(2) An employee working in a regu-
latory activity may not hold shares in
a mutual fund or other regulated in-
vestment company which specializes in
holdings in industries that are regu-
lated by the particular activity in
which he or she is employed.

Executive order prohibi-

Example: An employee working for the Bu-
reau of Laboratories, Centers for Disease
Control, may not hold shares in a regulated
investment company which specializes in
holdings that include medical testing labora-
tories.

(c) Employees having procurement or
contracting responsibilities.

(1) An employee who serves as a pro-
curement or contracting officer shall
not have a financial interest in a com-

§73.735-803

pany or companies with which he or
she in the course of his or her official
duties would be likely to have procure-
ment or contracting relationships.

(2) A procurement or contracting of-
ficer may not hold shares in a mutual
fund or other regulated investment
company that specializes in holdings in
industries with which such officer
would be likely to have procurement or
contracting relationships.

Example: A contracting officer in the So-
cial Security Administration owns shares in
the XYZ Mutual Fund which specializes in
stock in firms manufacturing electronic data
processing equipment. Ownership of XYZ
Mutual Fund shares would be prohibited in
this instance. On the other hand, a con-
tracting officer for a Public Health Service
hospital, who is not likely to have responsi-
bility for major contracts relating to elec-
tronic data processing, could hold such
shares.

§73.735-803 Prohibition against in-
volvement in financial transactions
based on information obtained
through Federal employment.

An employee shall not engage in, di-
rectly or indirectly, a financial trans-
action as a result of, or in primary reli-
ance upon, any information gained
through his or her official duties. Infor-
mation gained through official duties
are those facts and other data that re-
late to the employee’s official duties or
to the functions of the employing com-
ponent and would not be available to
the employee were he or she not an of-
ficer of the Federal government.

Example 1: An employee working part-time
for a consulting firm that does no business
with the employee’s principal operating
component, in the area of health care plan-
ning advises it, based upon his or her knowl-
edge of a new health care planning program
about to be initiated by the Public Health
Service. The employee’s knowledge of the
program was acquired solely through reading
policy statements and other PHS literature
available to the public under the Freedom of
Information Act. In such case, the employee
would not violate this regulation if the out-
side activity was otherwise approvable under
Subpart G.

Example 2: A contracting officer with de-
tailed knowledge of a negotiated procure-
ment contract invests in a corporation that
is likely to indirectly profit from the award
of that contract. The officer’s decision to in-
vest is based upon technical details of the
successful contract proposal that would not
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otherwise be available to a private citizen.
The officer would violate this regulation in
such a situation.

§73.735-804 Waiver of the prohibitions
in this subpart.

(a) An employee may request ap-
proval to participate in his or her offi-
cial capacity in a matter in which he
or she has a direct or indirect financial
interest if the employee believes the
interest is so remote and inconsequen-
tial that it would not affect the integ-
rity of his or her official duties. Also
an employee who has a financial inter-
est that would otherwise be prohibited
under these regulations may request an
exemption from the prohibition for the
reason stated in the preceding sen-
tence.

(b) The request shall be in writing
and shall include the following infor-
mation:

(1) Employee’s name, occupational
title, grade or rank and Federal salary;

(2) Full description of financial inter-
est: including whether ownership, serv-
ice as officer, partner, etc.;

(3) Business or activity in which fi-
nancial interest exists;

(4) Description of official matter in
which employee is requesting approval
to participate;

(5) Basis for requesting determina-
tion that the interest is ‘“‘not so sub-
stantial as to be deemed likely to af-
fect the integrity of the services which
the Government may expect.” (If based
on a small total value of investment,
supply appropriate information on
total value, such as total shares held
and latest quoted market price. If
other basis, explain fully.)

The request should be sent through
usual administrative channels to the
official responsible for reviewing finan-
cial disclosure reports or statements
for the employee’s organization (Sub-
part I). That official, after conferring
with a deputy ethics counselor or with
the Department Ethics Counselor as
appropriate, will make a decision
about the exemption or exception and
inform the employee in writing.

§73.735-805 Advice and guidance on
conflicts matters.

(a) Whenever an employee has a ques-
tion about the appropriate course of
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conduct to be followed in a matter that
may involve an actual or apparent con-
flict of interest, he or she should imme-
diately consult with his or her super-
visor or a deputy ethics counselor, or
both. If a supervisor who is consulted
determines that the matter warrants
further consideration, he or she may,
in conjunction with the employee, sub-
mit the details of the matter, in writ-
ing, to the appropriate deputy ethics
counselor. These details should include
a description of:

(1) The activity, relationship, or in-
terest giving rise to the question posed
by the employee;

(2) The duties or official responsibil-
ities of the employee(s) involved;

(3) The nature of the actual or appar-
ent conflict of interest; and

(4) Any other information that may
be helpful in reviewing the problem.

(b) Upon receiving the submission of
an employee or a supervisor, the dep-
uty ethics counselor will develop any
additional information about the mat-
ter as necessary, and will confer with
the Department Ethics Counselor as
appropriate. The Department Ethics
Counselor and the head of the principal
operating component or his or her des-
ignee will be informed of any serious
violation of the standards of this sub-
part or any other conflict of interest
law. Questions of first impression or
other unusual matters shall be brought
to the attention of the Department
Ethics Counselor and the head of the
principal operating component or his
or her designee.

(c) On the basis of all information
gathered including, where appropriate,
the advice of the Department Ethics
Counselor, the deputy ethics counselor
will:

(1) Decide that there is no violation
or potential violation of the standards
of this subpart or any other law and so
notify the employee and his or her su-
pervisor in writing; or

(2) Decide that a violation or poten-
tial violation of the standards of this
subpart or other law has occurred or
may occur, and that the employee in-
volved shall take one or more of the
steps set forth in §731.735-904 to resolve
the problem and notify the employee
and his or her supervisor in writing; or
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(3) Decide that, although no violation
of this subpart or other law has oc-
curred, the nature of the matter is
such that the employee should periodi-
cally report any additional information
that would require reconsideration of
the initial submission.

§73.735-806 Documentation and publi-
cation of opinions.

(a) The Department Ethics Coun-
selor, deputy ethics counselors, and
any other individuals required to be in-
volved in the review and resolution of
violations or potential violations of
this subpart shall maintain full and ac-
curate documentation of the formal ad-
vice and guidance given.

(b) From time to time, the Depart-
ment Ethics Counselor shall publish
summaries of advisory opinions issued
by his or her office, deleting, as nec-
essary, any personal identifiers or
other information which may give rise
to an unwarranted invasion of personal
privacy. These summaries shall be dis-
tributed to all deputy ethics coun-
selors, heads of principal operating
components, and principal regional of-
ficials.

(c) From time to time, the Depart-
ment Ethics Counselor shall publish an
index of all summaries issued in ac-
cordance with paragraph (b) of this sec-
tion, and shall distribute these indexes
to all deputy ethics counselors and
heads of principal operating compo-
nents who shall in turn make them
available for review by supervisors and
interested employees.

Subpart I—Reporting Financial
Interests

§73.735-901 Reporting requirement of
the Ethics in Government Act of
1978.

(a) Applicability. The following em-
ployees and special Government em-
ployees shall submit public financial
disclosure reports in accordance with
the provisions of Title II of the Ethics
in Government Act of 1978, Pub. L. 95—
521, as amended:

(1) Officers and employees (including
consultants who will work more than
60 days in a ca